SYSTEMS, DEVICES, AND METHODS FOR BODILY FLUID SAMPLE COLLECTION
BACKGROUND

[0001] A blood sample for use in laboratory testing is often obtained by way of
venipuncture, which typically involves inserting a hypodermic needle into a vein on the subject.
Blood extracted by the hypodermic needle may be drawn directly into a syringe or into one or more
sealed vials for subsequent processing. When a venipuncture may be difficult or impractical such as
on a newborn infant, a non-venous puncture such as a heel stick or other alternate site puncture may
be used to extract a blood sample for testing. After the blood sample is collected, the extracted
sample is typically packaged and transferred to a processing center for analysis.

[0002] Unfortunately, conventional sample collection and testing techniques of bodily fluid
samples have drawbacks. For instance, except for the most basic tests, blood tests that are currently
available typically require a substantially high volume of blood to be extracted from the subject.
Because of the high volume of bload, extraction of blood from alternate sample sites on a subject,
which may be less painful and/or less invasive, are often disfavored as they do not yield the blood
volumes needed for conventional testing methodologies. In some cases, patient apprehension
associated with venipuncture may reduce patient compliance with testing protocol. Furthermore, the
traditional collection technique adds unnecessary complexity when trying to separate a single blood

sample into different containers for different pre-analytical processing.

SUMMARY
[0003] At least some of disadvantages associated with the prior art are overcome by at least

some or all of the embodiments described in this disclosure. Although the embodiments herein are
typically described in the context of obtaining a blood sample, it should be understood that the
embodiments herein are not limited to blood samples and can also be adapted to acquire other
fluid(s) or bodily sample(s) for analysis.

[0003a]  According to an aspect of the present invention, there is provided a device for
collecting a bodily fluid sample from a subject, the device comprising: at least two sample collection
pathways configured to draw the bodily fluid sample into the device from a single end of the device
in contact with the subject, thereby separating the fluid sample into two separate samples; a second
portion comprising a plurality of sample containers for ‘receiving the bodily fluid sample collected in
the sample collection pathways, the sample containers operably engagableé to be in fluid

communication with the sample collection pathways, wherein a



‘motive forceassociated with the container is used to move a majority of the, two separate samples
from the pathways into the containers, wherein each of the sample collection pathways is coupled to
a tubular structure that engages a movable base comprising & plunger in one of the sample containers,
wherein relative motion between the sample containers and sample collection pathways cauvses the.
maveable base to be displaced by the tubular structure and increase an interior volume of said one of
the sample containers and thus provide the motive force.

[0003b]  According to an aspect of the present invention, there is provided a device for
collecting a bodily fiuid sample, the device comprising: a first portion comprising at least one fluid
collection location Ieading to at east two sample collection pathways configured to draw the fluid.
sample therein via a first type of motive force; a second portion comprising a plurality of sample
containers for receiving the bodily fluid sample collected in the sample collection -pathways; the
sample containers operably engagable fo be in fluid communication with the sample collection
pathways, wherein a second motive force different from the first motive force to move a majority of
the bodily fluid sample from the pathways into the containers; wherein at Jeast one of the sample
collection pathways comprises a fill indicator to indicate when a minimum fill level has been reached
and that at least one of the sample containers can be engaged to be in fluid communication with at
least one of the sample collection pathways, wherein each.of the sample collection pathways is
coupled to a-tubular structure thatengages 2 movable base comprising a plunger in one of the sample
coniainers, wherein relative motion befween the sample containers and sample collection pathways
canses the moveable base to be displaced by the tubular structure and increase an interior volume of
said one of the sample containers and thus provide the second motive force.

[0063¢]  According to an aspect of the present invention, there is provided a sample collection
deviee, comprising: a collection channel comprising a first opening and a second opening, and being
configured to draw a bodily fluid sample via capillary action from the first opening towards the
second opening; and-a sample container for receiving the bodily fluid sample, the container being
engagable with the collection channel and having a cap configured to receive a channel; wherein the
second opening is defined by a portion the collection channel configured to penetrate the cap of the
saniple container, and to provide a fluid flow path between the collection chamnel and the sample
containet, and the sample container has an interior volume no greater than ten times larger than the
interior volume of the collection channel, wherein the collection channel is coupled to a tubular
siructure that engages a movable base comprising a plunger in the. sample container, wherein relalive
motion between the sample container and the collection cliannel causes the moveable base to be
displaced by the tubular stracture and increase an interior volume of said sample container and thus
provide:a vacuum to draw sample into the sample container.

[0003d]  According to an aspect of the present irtvention, there is provided a sample collection

device, comprising: a collection channel comprising a first opening and a second opening, and being
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configured to draw a bodily fluid sample via capillary action from the first opening towards the
second opening; a sample container for receiving the bodily fluid sample, the container being
engageable with the collection channel and havinga cap configured to receive a channel; and an
adaptor channel configured to provide a fluid flow path between the collection channel and the
sample container, having a first opening and a second opening, the first openitig being configured to
contact the second opening of the collection channel, the second opening being configured to
penetrate the cap of the sample container, wherein relative motion between the sample container and.
the collection channel causes a moveable base comprising a plunger in the sample container to be
displaced by the adaptor channel and increase an intérior volume of said sample container-and thus
provide.a vacuum to draw sample into the sample container.

[00063e]  According to an aspect of the present invention, there is provided a sample collection
device, comprising: a body, containing a collection channel , the collection channe! comprising a first
opening and a second opening, and being configured to draw a bodily fiuid via capillary action from
the first opening towards the second opening; a base, containing z sample container for receiving the
bodily fluid sample, the sample container being engageable with the collection channe! and having a
cap configured to receive a channel; and a support, wherein, the body and the base are connected to
opposite ends of the support; and are configured to be mowvable relative to each other, such that
sample collection device is configured to have an extended state and a compressed state, wherein at
least a portion of the base is closer to-the body in the extended state of the device than in the
compressed state, the second openihg of the collection chanael is configured to penetrate the cap of
the sample container, inthe extended state of the device, the second opening of the collection
channel is not in contact with the interior of the sample container, and in the compressed state of the
device, the second opening of the collection channel extends into the interior of the sample container
through the cap of the container, thereby providing fluidic communication between the collectior
channel and the sample confainer, wherein moving the device from the extended state to the
compressed state causes'a moveable base comprising a plunger in the sample container to be
displaced by the collsction channe! and increase an interior volume-of said sample container and thus
provide a vacuum to draw samaple into the sample container.

[0003f]  According to an aspect of the present invention, there is provided a sample collection
device, comprising: a body, confaining a collection channel , the collection channe! comprising a fiest
opening and & second opening, and being configured to draw a bodily fluid via capillary action from
the first opening towards the second opening; a base, containing a sample container for receiving the
bodily fluid sample, the sample container being erigageable with the collection channel and having a
cap configured to receive a channel; a support, and an adaptor channel, having a first opening-and 4
second opening, the fixst opening being configured to contact the second opening of the collection

channel, and the second opening being configured to-
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penctrate the cap of the sample container, wherein, the body and the base are connected to opposite
ends of the support, and are configured to be movable relative to each other, snch that sample
collection device is configured to have an extended state and a compressed state, wherein at least &
portion.of the base is closer to the body in the extended state of the device than in the compressed
state, in the extended state of the device, the adaptor channel is not in contact with one or both of the
collection channe! and the interior of the sample container, and in the compressed state-of the device,
the first opening of the adaptor channel is in contact with the second opening of the collection
channel, and the second opening of the adaptor channel extends into the interior of the sample
container through the cap of the container, thereby providing fluidic communication between the
collection channel and the sample container, wherein moving the device from the extended state to
the compressed state causes a moveable base in the sample container o be displaced by the adagtor
channel and increase an interior volume of said sample container and thus provide a vacuum to draw
sample into the sample container.

[0003g]  Aceording to an aspect of the present invention, there is provided a device for
collecting a fiuid sample from a subject, comprising: a body containing a collection-channel, the
collection channel eoimprising a first opening and a second opening, and being configured to draw a
bodily fluid via.capillary action from the-first opening towards the second opening; a base,
engageable with the body, wherein the base supports a sample container; the container being
engageable with the collection channel and having a cap configured toreceive a channel; wherein the
second opening of the collection channel is configured to penetrate the cap of the sample container,
and to provide a fiuid flow path between the collection channel and the sample container, wherein
relative motion between the sample container and the body causes a moveable basc comprisinga
plunger in the sample container {o be displaced by the collection channel and increase an intevior
volume of said sample container and thus provide a vacuum to draw sample into the sarnple
contairier.

[0003h]  According to an aspect of the present invention, there is provided a device for
collecting a fiuid sample from a subject, comprising: a body containing 2 collection channel, the
collection channel comprising a first opening and a second opening, and being configuredto draw a
bodily fluid via capillary action from the first opening towards the second opening; 2 base, engagable
with the body, wherein the base supporis a sample container, the sample container being engageable
with the collection channel and having a cap configured to receive-a chanoel; and an adapior channel,
having a first opening and a second opening, the first opening being configured to contaet the second
opening of the collection channel, and the second opening being configured to pencirate the cap of
the sample eontainer, wherein relative mation between the sample container and the body causes a

moveable base comprising a plunger in the sample container to be
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displaced by the adaptor channel and increase an interior volume of said sample container and thus
provide a vacuum to draw sample into the sample container.

[0004] In.one embodiment described herein, a device is provided for collecting a bodily fluid
sample. This embodiment may be useful for accurately collecting small volumes of bodily fluid
sample that are often associated with non-venous blood draws. In one non-limiting example, the
sample volume is about 1 mL or less. Optionally, the sample volume is about 900 uL or less.

Optionally, the sample volume is about 800 uL. or less. Optionally, the sample
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volume is about 700 uL or less. Optionally, the samiple volume is about 600 ul. or less.
Optionally, the sample volume is about 500 ul or less. Optionally, the sample volume is about
400 uL, or less. Optionally, the sample voluine is about 300 uL or less. Optionally, the sample
volume is about 200 uL or less. Optionally, the sample volume is about 100 ul.or less.
Optionally, the sample volume is about 90 uL. orless. Optionally, the sample volume is about 80
ul orless. Optionally, the sample volume is about 70 uL. or less. Optionally, the sample
volume is about 60 uL or less. Optionally, the sample volume is about 50 uL or less.

[0005] Tn one non-limiting example, this device can be used to split the bodily fluid
sample directly into two or fnore different portions that-are then deposited into their respective
containers. In one non-limiting example, the device comprises a first portion having at least two
sample collection channels-configured to draw the fluid sample into the sample collection
channels via a first type of motive force, wherein one of the sample collection channels has an
interior coating designed to mix with the fluid sample and another of the sample collection
channels has another interior coating chemically different from said interior coating. The sample
collection device includes a second portion comprising a plurality of sample containers. for
receiving the bodily fluid sample collected in the sample collection channels, the sample
containers operably engagable to be in fluid communication with the collection channels,
whereupon when fluid communication is established, the containers provide 2 second motive
force different from the first motive force to move a majority of the bodily fluid sample from the
channels into the containers. The containers may be arranged such that mixing of the fluid
sample betweicn the containers does not occur. Because this device may be used with non-
venous draws, it may take a longer pefiod of time to obtain a desired volume of sample and the
early introduction of a material such as an anti-coagulant which may coat the channcls, can
prevent premature clogging of the channels during collection.

[0006] Tn another embodiment described herein, a device is provided for collecting a
bodily fluid sample. The device comprises a first portion comprising a plurality of sample
collection channels, wherein at least two of the channels are configured to simultancously draw
the fluid sample into each of the at least two sample collection channels via a first type of motive
force. The device may also inchide a second portion comprising a plurality of sample containers
for receiving the bodily fluid sample collected in the sample collection cheannels, wherein the,
sample containers have a first condition where the sample containers ate not in fluid
gommunication with the sample collection channels, and a second condition where the sample
containets-are operably engagable to be in fluid communication with the collection channels,

whereupon when fluid communication is established, the containers-provide a second motive
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force different from the first motive force fo move bodily fluid sample fiom the channels into the
containers, Wherein each of the sample collection channels is coupled fo a needle that engages a
movable bage comprising & plunger in-one of the sample containers, wherein telative motion between
the sample containers and the first portion causes the moveable base o be displaced by the needle
and increase an interior volume of said one of the sample containers and thus provide the second
motive force,

[0006a] According to an espect of the present invention, there is provided a method
comprising: contacting one end of a.sample collection device to a bodily fluid sample to split the
sample into at least two portions by drawing the sample into at least two collection channels of the
sample collection device iby way of a first type of motive force; establishing fluid communication
between the sample collection channels and the sample containers after a desired amount of sample
fluid has been confirmed to be in at least one of the collection channels, whereupon the containers
provide a second motive force different from the first motive force to move each of the portions of
bodily fluid sample into their respective. containers, wherein relative'motion between the sample
container and the sample collections channels causes a moveable base.comprising a plunger in the
sample container to be displaced by a needle coupled to the collection channel and increase an
interior volume of said sample container and thus provide the second motive force to draw sample
into the sample containér.

[0006b]  According to an aspect of the present invention, there is. provided a method of
coliecting & bodily fluid sample, comprising: contacting a bodily fluid sample with a device
comprising a collection channel, the collection channel comprising a first opening and a second
opening, and being configured to draw a bodily fluid via capillaty action from the first opening
towards.the second opening, such that the bodily ftuid sample fills the collection channel from the
first opening through the second opening; establishing a fluid flow path between the collection
channel and the interior of a sample container , said sample container having an interior volume no-
greater than ten times larger than the inferior volume of the collection channel , wherein relative
motion between the sample container and the sample-¢ollections.channel causes a moveable base
comprising a plunger in the sample container to be displaced by a needle coupled ta the collection
chanuel and increase an interior volume of said sample container and thus provide the sccond motive
force to draw sample into the sample containey.

[0006c]  Accordingto an aspect of the present invention, there is provided a wethod of
collecting & bodily fluid sample, comprising: contacting a bodily fluid sample with a device
according to aspects of the prosent inivention, such that the bodily fluid sample fills the colléction

channel from the first opening through the second opening of at least one of the collection channel(s)



inthe device; and establishing a fluid flow path between the collection channe! and the interior of the
sample-contaiper, such that establishing a fluid flow path between the collection channel and the
interior of the sample confainer generates a negative pressure at thesecond opening of the collection
channel, and the fluidic sample is transfenred from the collection channel to the intetior of the sample
container.

[0007]  According to an aspect of the present invention, a method i provided comprising
metering a minimum amount of sample inta at least two channels by using a sample collection device
with at least two of the sample collection channels configured to simultaneously draw the fluid
sample into each of the at least two sample collection channels via a first type of motive force. After
a desited amount -of sample fluid has been confirmed to be in the collection channels, fluid
comrimnication is established between the sample collection channels and the sample containers,
whercupon the containers provide a second motive force different from the first motive force use to
collect the samples to move bodily fluid sample from the channels into the containers, wherein
telative motion between the sample container and the sample collections channels causes a moveable
base comprising a plunger in the sample contairier to be displaced by a needle coupled fo the
collection channel and increase an interior volume of said sample container and thus.provide the
second miotive force o draw sample into the sample container. '

[0007a]  As disclosed, devices that use only a single chanhel to collect the body fluid or
devices that have a plurality of channels but do not collect them simultaneously are not excluded.
Optionally, the collection of sample fluid is performed without the use of a wicking material.

[0008]  As disclosed herein, there is a discrete amount of time between sample collection and
introduction of the sample into a sample pre-processing device. Tn one pon-limiting example, the
process is a non-continuous process. The sample collection occurs in one processing station and then
the sample is taken to a second station. This second station may be in the sample building,
Optionally, the second station may be located at another location where the sample needs to be
walked, driven, flown, conveyor-ed, placed in a transport device, or placed in a transport confainer fo
reach the secorid location. In this manner, there is a discrete break in the processing to allow for time
associated with sample transport.

[0009]  As disclosed herein, separator gel(s) can also be included in the sample containess
such that the gels will separate cell-frec fractions of whole blood from the cellular-or other-solid or
semi-solid portions of the sample. Such a gel ot other sirilar separator inatoriul may be included in
the. sample container priorto, during, or after sample has been introduced into the sample-container.
The separator matetial may have a density between that of the cells and solution components, so that
the material separates the sample components by flowing to a position between the solution and non-
solution sample layers during separation such as by centrifugation. Following centrifugation, the

separator material stops flowing and reimain as a soft barrier between the layers. In some
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embodiments, the separator material can be further processed to harden into a more rigid barrier. In
on non-limiting example, the separator material may be a UV-curable material such as but not
limited to thixotropic gel of sorbitol-based gelator in a diacrylate oligomer. The sample container

may have the entire vessel or optionally, on that
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portion with the UV-curable material exposed to UV light for a perivd oftime such as but not limited
to 10 to 30 seconds to harden the material. Such hardening may-involve cross-linking of material in
the UV-curable material. Optionally, the UV curable materizl may be used in. conjunction with
traditional separator gel material such that only one side (the solution side or the solid side) is in
confact with the UV cured material. Optionally, the UV cured material may be used with a third
material such that the UV cured material is between two separator materials and is not in direct
contact with the solution and non-solution portions of the sample.

[0009a]  Accotding fo an aspect of the present invention, there is provided a method for
co [lecting a bodily fluid sample from a subject, comprisinig: bringing a device comprising a first.
channel and a second channel into fluidic communication with a bodily fluid from the subject, each
channel having an input opening configured for fluidic cornmunication with said bodily fluid, cach
channe] having an output openitig downstream of the input opening of each channel, and each
channel being configured to draw a bodily fluid via capillary action from the input opening towards
the output opening; bringing, through the output opening of each of the first channel and the second
channel, said first channel and said second channel into fluidic communication with g first container
and a second container, respectively; and directing said bodily fluid within each of said first channel
and second channel 1o each of said first container-and second container with the aid of: relative.
mofion between first container and the first channel causes a moveable base comprising a plunger in
the first container to be displaced by a needle coupled to the first channel and increase an interior
vaolume of said first container and thus provide a motive force to draw sample info the first container.

[0009b]  As disclosed therein, there is provided a method of manufactuting a sample eollection
device comprising: forming one portion of a sample collection device having at least two channels
configured to simultanesusly draw the fluid sample into each of the at Jeast iwo sample collection
channels via a first type of motive force; forming sample containers, whereupon the containers are
configured to be coupled to the sample collection device to the provide a second motive force
different from the first motive force use to collect the samples.to move bodily fluid satmple fiom the
channels into the containers.

[0009¢]  As disclosed herein, there is provided computer ¢xecutable instructions for

performing a method comprising: forming one portion of a



sample collection device havirg at least two channels configured to simultancously draw the fluid
sample info each of the at least two sampie collection channels via a first fype of motive foree.

[0009d] As disclosed herein, there is provided computer executable instruetions for
performing a method comprising: forming sample containers, whereupon fhe containers are
configuredto be coupled to the sample collection device to the provide a second motive force
different from the first motive force use to colloct the samples to move bodily fluid sample from the
channels into the: contaitiers.

[0009¢]  As disclosed herein, there is provided a device for collecting a bodily fluid sample
from & subject, the device comprising: means for drawing the bodily fluid sample into the device
from 4 single end of the device in contact with the subject, thereby separating the fluid sample into
two separate samples; means for transferring the fluid sample into a plurality of sample containers,
wherein the containers provide a motive force to move a majority of the two separate samples from
the pathways into the containers.

[00094]  As disclosed herein, there is provided a device comprising a sample collection
device. '

[0009g]  As disclosed herein, there is provided a device. for collecting a sample from a subject.

[0009k]  As disclosed hetein, there is provided a device for collecting 2 capillary blood sample

from a subject.

[0010]  Asdisclosed herein,a device is provided for collecting a sample from a non-venous
wound oxi a subject.

J0011] As disclosed herein, a method is provided for using a device for collecting a sample
froim a subject and outputting at least one aliquot into & first sample container.

0012§ As disclosed herein, a method is provided for using a device for collecing a sample
from a subject and outputting af least one aliquot into a first sample container and at least & second
aliquot into a second sample container.

jo013] According to an aspect of the present invention, & method is provided for using a
device for collecting a sample from a subject and oulputting at least one aliquot into a first sample
container and at least a second aliquot into a second sample container, wherein the sample is obtained
from & single point of contact with the subject, wherein relative metion between the first sample
container and a first sample collection channel causes a- moveable base coinprising a plunjger in the
first sample container to be displaced by a needle coupled to the fisst collection channel and increase

an interior volume of said first sample container and thus provide a motive force to draw one aliquot.

into the first sample containet.
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f0014] According to an aspect of the present invention, a method is provided for using a
device for collecting a sample from a subject and outputting at least one aliquot into a first sample
container and at least a second aliquot into a second sample container, wherain the sample is obtained
from a single collection event wherein relative motion between the first sample container and a first
sample collection chanuel cauises a moveable base comprising a plunger in the first sample eontainer
to be displaced by a needle coupled ta the first collection channel and increase an interior volume of
said first sample container and thus provide a motive force to draw the first aliquot into the first

sample container.

[001da]  As disclosed herein, thers is provided a system comprising a processor programmed
to determine at least a desired sample difution for a sample and at east 2 desired number of
aliquof(s).

[0015]  This Summary is provided to introduce a selection of concepts in a simplified form
that are further described below in the Detailed Description. This Summary is not intended to
identify key features or essential features of the claimed subject matter, nor is it intended to be used

to Timit the scope of the claimed subject matier.

INCORPORATION BY REFERENCE
[00i6]  All publications, patents, and patent applications mentioned in this specification are

herein incorporated by reference to the same extent as if each individual publication, patent, or patent
application was specifically and individually indicated to be incorporated by reference. However, in.

the event of a conflict between the content of the present express disclosure and the

4b



WO 2014/145935 PCT/US2014/030792

content of a document incorporated by reference herein, the content of the present express

disclosure controls.

BRIEF DESCRIPTION OF THE DRAWINGS

o17] Fipures 1A-1B show perspective views of a sample collection dovice according to
one embodiment ag described hereif.

[00£8] Figures 2A-2C show perspective views of a sample collection device without a
cap according to one embodiment as described herein.

[0019] Figures JA-3B show side and cross-sectional views of a sample collection device
according to one embodimeint as described herein.

[0020]. TFigures 4A-4B show side and cross-sectional views of a sample collection device
according to one embodiment as described herein,

[0021} Figures SA-5B show perspective views of a sample collection device according to
another-embodiment as described herein.

(00221 Figures GA-6B show side views of a sample collection device-according to one
embodiment as deseribed herein.

[0623] Fipures 7A-8B show side and cross-sectional views of a sample collection device
according to one embodiment as described herein.

[0(24] Figures 9A-9C.show side cross-sectional views of a sample collection device at
various stages of use according to oiie embodiment as described herein..

[0625] Figures 10A-10B show perspective views of a sample collection device according
to one embodiment as described herein,

[0026] Figures 11A-117 show views of various examples of sample collection devices
according embodiment as described herein.

[oe27) Figure 12 shows a schematic of a tip portion of'a sleeve and associated balance of
forces associated with ane-embodiment as described hetein.

[0028] Figures 13A-13D show views of various collection devices with an upward facing
collection location according to embodiments. as described heyein

0029} Figures 14-15 show various views of a collection device with a single collection
jocation according to one embodiment as described herein.

[0030] Figures 16-17 show perspective and end views of a sample collection device
using containers having identifiers according to one embodiment as described herein.

[0031] Figures 18A-18G show various views of sample containers according to

embodiments as described herein.
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[0032) Figures 19A-19C show view of various embodiments of a front'end of a sample
collection device.

[8033] Figures 20-21 show various embodiments-of sample collection device with an
integrated tissue penetrating member.

10034 Figare 22 shows a perspective view of'a collection device for use with a blood
vessel penetrator and sample collector according to an embodiment described herein.

[0035] Figure 23 -28 show various view of collection devices for uge with various
sample collectors according to embodiments described hercin,

[0036] Figures 29A-29C show schematics of various embodiments as described herein.

(0037 Figures 30-31 show'schematic of methods according to embodiments described
herein.

[0038] 'Figure 32 shows a schematic view of one enibodiment of systém described herein.

[0039] Figures 33 to 39 show varions views of other embodiments as described herein.

DESCRIPTION OF THE SPECIFIC EMBODIMENTS

[0640§ Tt is to be understood that both the foregoing general description and the
following detailed description ate exemplary and explanatory only and are not restrictive of the
invention, as claimed, Itihay be noted that, as used in the specification and the appended claims,
the singular forms “a”, “an” and “the” include plural referents unless the context clearly dictates
otherwise. Thus, for example, reference o “a material” may include mixtures of materials,
reference to “a compound” may include multiple compounds, and the like. References cited
herein are hereby incorporated by reference in their entirety, except to the extent that they
conflict with teachings explicitly set forth in this specification.

[o841] In this specification and in the claims which follow, reference will be madeto a
number of terms which shall be defined to have the following meanings:

[06042] “Optional” or “optionally” means that the subsequently described circumstance
.may or may not occur, so-that the description includes instances where the circumstance occurs
and instances where it does not. For example, if a device optionally contains a feature for a
sample collection well, this means that the sample collection well may or may not be present,
-and, thus, the description includes both structures wherein a device possesses the sample
collection well and siructures wherein sample collection well is not present.

[0043) Referring iow to Figures 1A-1B, one embodiment of a sample collection device.
100 will now be described. In this non-limiting example, the sample collection device 100 may

include a collection device body 120, support 130, and base 140. In some instances, a cap 110
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may be optionally provided. Inone embodiment, the cap may- be used to protect the opening,
keeping it clean, and for covering up the bloody tip after collection. Optionally or-alternatively,
the cdp may also be used to limit flow rate during transfer of sample fluid into the sample
containers by controlling the amount of venting provided to the capillarics. Some embodiments
may include vents pathways (permanently open or operably closable) in the cap while otliers do
not. Optionally, the collection device body 120 can include a first portion of the device 100
Taving one or more collection pathways such ss but not limited fo collection channels 122a,

122b therein, which may be capable of receiving sample B. Figure 1A shows that sample B only
partially filling the channels 122a, 122b, but it should be undersfood that, although partial fills
are not excluded in some altemnative embodiments, in most embodiments, the channels will be
fully filled with sample B when the fill process is completed. In.this embodiment, the base 140
may have one or more fill indicators 142a, 142b, such as but not limited fo optical indicators,
that may provide an indication of whether sample has reached onie or more container housed in
the base. It should be-understood that although this-indication may be by way of a visual
indication, other indication imethods such as audio, vibratory, or other indication methods may be
used in place of or in combination with the indication method. The indicators may be on af least
one of the containers. There may be variations and alternatives to the embodiments described
herein and that no single embodiment should be construed to-encompass the entire invention.

[0244] Although not shown for ease of illustration, the support 130 may #lso include one
or more fill indicators showing whether a desired fill level has beenteached in the channels 122a
and 122b. This may be in place of or in addition to fill indicators 142a, 142b. Of course, 1he one
or more pathway fill indicators can'be positioned on a different part and is not limited to being
onsupport 130. ¥ should be understood that although this indicatien of fill level in one or more
‘of the channels 1222 and 122b'may be by way of a visual indication, other indication methods.
such as audio, vibratory, or other indication methods may be used in place of or in combination
with the indication method. The indicator may be on at least one of the collection pathways.
Optionally; indicators are on all of the collection pathways.

[0045] In the present embodiment, the support 130 can be used to join the body 120 and
the base 140 to form an integrated device. F should be understood that although the device body
120, support 130, and base 140 are recited as separate parts, one or more of those parts may be
integrally formed to simplify manufactuting and such. integration is not excluded herein,

[0046] In some embodiments herein, a cap 110 may be optionally provided. In one non-
{imiting example, the cap may be fitted over a portion of the collection device body 120. The

cap 110 may be detachable from the collection device body 120. In.some instances, the cap 110
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may be completely separable from the collection device body 120, or may retain a portion that is
connecied to the collection device body, such as but not limited to being hinged or otherwise
linked to the collection device. The cap 110 may cover a portion of the collection deviee body
120 containing exposed.ends of one or more channels therein. The cap 110 may prevent
material, such as air, fluid, or patticulates, from entering the channelswithin the device body,
when the cap.is in place. Optionally, the cap 110 may attach io the collection body 120 using
any technique known or later developed in the art. For instance, the cap may be snap fit, twist
on, friction-fit, clamp on, have magnetic portions, tie in, utilize elastic portions, and/or may
removably connect to-the collection device body. The cap may form a fluid-tight seal with the
collection device body. The cap may be formed from an opaque, transparent, or translucent
material.

(0047} In one embodiment, a collection device body 120 of a sample collection device
may contain at least a portion of one or more collection pathways such as but not limited to
channels 122a, 122b therein. I should be understood that collection pathways that are not
channels are not exclnded. The collection device body may be connected 1o a support 130 that
may contain 2 portion of one or more chainels therein. The collection device body may be
permanently affixed to the support or may be removable with respect to the support. In some
instances, the collection device body and the support may be formed of a single infegral piece.
Alternatively, the collection device body and support may be formed from separate pieces.
During the operation of the device the collection device and support do not move relative to one
another,

[0048] Optionally, the collection device body 120 may be formed inwhole or in part
from an optically transmissive material. For example, the collection device body miay be formed
from a transparent or transhucent material. Optionally, only select potions of the body are
transparent or translucent to visualize the flnid collection channel(s). Optionally, the body
comprises an opaque material but an opening-and/or a window can be formed in the body to
show fill levels therein. The collection device body may enable auser to view the channels
122a, 122b within and/or passing through the. device body. The channels may be formed of &
transparent or translucent material that may permit a user to see whether sample B has traveled
through the channels. The channcls may have substantially the same length. In some instances a
support 130 may be formed of an opaque material, a transparent material, or a translucent
material. The support may or may not have the same optical characteristics of the collection
device body. The support may be formed from a different material as the collection device body,

or from the same material as the collection device body.
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[6049] The collection device body 120 may have any shape or size. In some examples,
the collection device body may have a circular, elliptical, triangular, quadrilateral (e.g., square,
réctangular, trapezoidal), pentagonal, hexagonal, octagonal, or any other cross-gectional shape.
The cross-sectional shape may remain the same or may vary along the length of the collection
device body. In some instances, the collection device body may have a cross-sectional area of
less than or equal to.about 10 cm?, 7 cm?, 5 cim?, 4 em?, 3 em?, 2.5 em?, 2 cm?, 1.5 cm?, 1 cm?,
0.8 cm?, 0.5 cm?, 0.3 cm?, or 0.1 em?. The cross-sectional area may vary or may remain the
same along the length of the collection device body 120. The collettion device body may have a
length of less than or equal to about 20 ¢m, 15 cm, 12 cm, 10 cm; 9 ¢m, 8 cm, 7 em, 6 cm, 5 cm,
4 cm; 3 cm, 2 cm, 1 em, 0.5 cm, or 0.1 cm. The collection device body 120 may have a greater
or lesser lengih than the cap, support or bage, or-an equal length to the cap, support, or base..
There may be variations and alternaiives to the embodiments described herein and that no single
embodiment should be construed to encompass the entire invention,

j0050] Tn one embiodiment, the collection pathways such as but not limited to channels
122a, 122b may also have a selected cross-sectional shape. Some embodiments of the channels
may have the same cross-sectional shapé along the entire length of the channel. Optionally, the
cross-sectional shape may remain the same or may vary along the length. For example, some
embodiments may have one shape at one location and = different shape-at one or.more different
locations along the length of the channel. Some embodiments may have one channel with ong
cross-sectional shape and at least one other channel of a different cross-sectional shape, By way
of non-limiting example, some may have a circular, elliptical, triangular, uadrilateral (e.g.,
square, rectangular, trapezoidal), pentagonal, hexagonal, octagonal, or any other cross-sectional
shape. The cross-sectional shape may be the same for the body, support, and base, or may vary.
Some embodifnenis may select 4 shape to maximize volume of liquid that can be held in the
channels for a specific channel width and/or beight.. Some may have one of the channels 122a,
{22b with otie-cross-sectional shape while another chanuel has a different cross-sectional shape.
In one embodiment, the cross-sectional shape of the channel can help maximize volume therein,
‘but optionally, it can also optimize the capillary pulling forces.on the blood. This will-aflow for
maximized rate of filling. It should be understood that in some enmbodiments, the cross-sectional
shape of the chanuel can directly affect the capillary forces. By way of non-limiting example, a
volume of sample can be contained in a shallow but wide channel, or a xoutided channel, both
containing the same volume, but one might be desirable over the other for filling speed, less

possibility.of air entrapment, or factors related the performance of the channel.
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[0051] Although the channels may have any shape or size, some embodiments are
configured such that the channel exhibits a capillary action when in contact with sample fluid. Ta
some instances, the channel may have a cross-sectional area of less than or equal to about 10
mm?, 7 mm?, 5 mn?, 4 mm?, 3 mm?, 2.5 mm?, 2 mm?, 1.5 mm?, 1 mm?, 0.8 mm?, 0.5 mm2, 0.3
mm?, or 0.1 mm? The ¢ross-sectional size may remain the same or may vary along the length.
Some embodiments may tailor for greater force along a certain lengfth and then less in a different
length. The cross-sectional shape may remain the same or may vary along the length. Some
channels are straight in configuration. Some embodiments may have curved or other shaped
path shapes alone or in combination with straight portions. Some may have different
orientations within the device body 120. For eéxample, when the device is held substantially
horizontally, one or more.channels may slope downward, slope upward, ornot slepe at all as it
catries floid away from the initizl collection point on the device,

[0052] The channels 122a, 122b may be supported by the device body 120 and/or the
‘suppott 130. In some instances, the entire length of the channels may be encompassed within the
combination of the device body and the support. In some instances, a portion of the channels
may be within the device body and & portion of the channels may be within the support. The
position of the channels may be affixed by the device body and/or the support, Insome
emboditments, the channels may be defined as luméns inside a hollow needle. Insome
embodiments, the channels are dnly defined on three sides, with at least one side that is open.
Optionally, a cover layer separate from the body may define the side that would otherwise be
open. Some embodiments may define different sides of the channel with different materials.
These materials can all be provided by the'body or they may be provided by different pieces of
the collection device. Some embodiments may have the channels all in the same plane,
Optionally, some may have a shape that takes at least a portion of the cliannel to a different plane
and/or orientation. Optionally, some channels may be entirely in a different plane and/or
crientation.

[0053] In some instances, a plurality of channels may be provided. In some
embodiments, one channel splits into two or more channels, Optionally, some channels split into
an even larger number of channels. Some channels may include a.control mechanism such as
but not limited to a valve for directing. flow in the channel(s). At leasta portion of the channels
tay be substantially parallel to one another. Aliernatively, no portion of the channels need be
parallel to one another. In some instances, at least a portion of the channels are not parallel o
one another. Optionally, the channels may be slightly bent. Optionally, channels may have one

cross-sectional arca at one location and a smaller cross-sectional arca at a different location
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elong the channel. Optionally, channels may have one cross-sectional area at one location and a
larger cross-sectional area at a different locatior along the channgl. For some embodiments of
the Y design, it may be desirable that the channels would have vents placed appropriately fo
define the sample for each vial such that there would not be sample pulled or cross
contamination from other channels. By way of non-limiting example, ons embodiment with
vents is shown in Figure 111

[0054] A base 140 may be provided within the sample collection device. The base may
be connected to the support 130. In some instances, a portion of the base may insertable within
the support and/or a portion of the support may be insertable within the base. The base may be
capable of moving relative to the support. In some instances, a sample collection deviée may
have a longitudinal axis extending along the length of the sample collection device. The base
and/or support may move reletive to one another in the direction of the longitudinal axis. The-
base and/or support may be capable of moving a limited distance relative to one another.
Alternatively, the base may be fixed relative to tlie support. The base may be provided at an end
ofthe sample collection device opposite anend of the sample collection device comprising & cap
110. Optionally, some embodiments may include an integrated base/container part:so that there
are no longer separate containers that are assembled into the base pieces. There may be
variations and alternatives to the embediments described herein and that no-single embodiment
should be construed to encompass the entire invention.

[0055] A base 140 may house on¢ or more container therein. The containers may be in
fluidie communication with the channels and/or may be brought-into fluidic communication with
the chainels. An end of a channel may be within the .container or may be brought within the
container. A base may have one or more optical indicator 142a, 142b that may provide a visual
indication of whether sample has reached one or more container housed in the base. In some
embodiments, the optical indicators may be optical windows that may enable a user to see into
the base. The optical window may be formed from a transparent and/or translucent material.
Alternatively, the optical window may be an opening without any material therein. The optical
window may enable a user to directly view a container within the base. The container within the
base may be formed from a transparent and/ox translucent material that may enable a-user to sce
if a sample has reached the container of the base. For example, if blood is transported along the
channel to-the containers, the-containers may visually indicate the presence of blood therein, In:
other einbodiments, the optical indicators may include other features that may indicate the
container has been filled. For cxample, one or more sensors may be provided within the base or

container that may defermine whether a'sufficient arnount of samplc has been provided within

11



WO 2014/145935 PCT/US2014/030792

the container. The one or more sensois may provide a signal to an optical indicator on the base
that may indicator whether the sample has been provided to the container and/or the amount of
sample that has been provided to the container. For example, the optical indicator may include a
display; such as but not limited to an L.CD display, light display (e.g., LED display), plasma
screen display that may provide an-indication that the containers have been sufficiently filled. In
alternative embodiments, an optical indicator need not be provided, but alternative indicators
may be provided, such as but not limited to.an audio indicator or temperature controlied
indicator can be used to indicate when the containers have been filed.

[0056] Figures 2A-2C provide views of a sample collection device 200 without a cap
110. The sample collection device 200 may include a body 220, support 230, and base 240. The
body may be.connected to the support. In the present embodiment, the base 240 may be
connected to the support at an end opposing the end connected to the body. The body may
support and/or contain at least.a portion of one, two, or more-channels 222a, 222b. The channels
may be capable of receiving a sample 224a, 224b from a sample receiving end 226 of the device.

[0657] The body 220'may have a hollow portion 225 therein. Alternatively, the body
may be formed from a solid piece. The channels 222a, 222b may be integrally formed into the
body. For example, they may be passageways that pass through a solid portion of the body. The
passageways may have been drilled through, or formed using lithographic techniques.
Alternatively, the channels may be separate structures that may be supported by the body. For
example, the channels may be formed of one or more tube that may be supported by the body. In
some instances, the channels may be held in place at.certain solid portions of the body and may
pass through one or more holtow portion of the body. Optionally, the body 220 may be formed
from two pieces joined together to define the channels 222a and 223b thierein.

[0058] The chansiels 2222, 222b may include one or more features or-characteristics
mentioned elsewhere herein, At least a portion of the channels may be substantiatly parallel to
one another. Alternatively, the channels may be at angles relative to one ancther. In some
embodiments, the channels may have a first end that may be at a sample receiving. end 226 of the
sample collection device. The first end of & channel may be an open end capable of receiving a
gample. In some embodiments, the ends of sach of the channels may be provided at the sample
receiving end of the saimple collection dévice. One, two, or more channels may have a first end
at the sample receiving end of the sample collection device: Separate-channels can be used to
minimize the risk of cross cohfamination of blood between one channel and another channel.
Optionally, the channels may have an inverted Y configuration with the channels starting witha

common channel and the splitting into two or more separate channels. This ¥ configuration may
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be useful in situation where contamination is not an issue. Optionally, an alternative method to a
Y configuration would be a straight channel and have the sample collection vessels move to
sequentially to engage the same heedle from a straight channel.

[0059] In some instances, a plurality of channels may be provided. The ends of the
channels at the sample receiving end may be in close proximity to one another. The ends of the
channels at the sample receiving end may be adjacent to one another. The ends of the channels
.4t the sample receiving end may be contacting one another, or may be withiin about 0.5 mm, 1
mm, 2 mm, 3 mm, 4 mm, 5 min, 6 mm, 7 mm, § mm, 9 mm, 10 mm, 12 mm, 15 mm, or 20 mm
of one another edge to edge, or center to center. The-channels may diverge from one another
from the sample receiving end. For example, the other ends of the channels opposing the ends of
the channels at the sample receiving ends may be further apart from one-another. They may be
greater than or equal to about 3 mm, 4 mum, 5 min, 6 mm, 7 mm, 8 mm, 9 mm, 10 mm, 12 mm,
15 mm, 20-mm, 23 mm, or 30-mm apart fom one another edge to edge or center to center,

[00603 In some embodiments, the:body 220 may have an clongated shaie. The body
may have one or more tapered.portion 228 at or near the sample receiving end 226. The sides of
the body may converge at the sample receiving end. "The tapered portion and/or sample
receiving end may be curved. Alternatively, edges may be provided. A surface of the tapered
portion:may bé& provided at any angle relative to the longitudinal axis of the device. For
example, the tapered portion may be about 5 degrees, 10 degrees, 15 degrees, 30 degrees, 45
degrees, 60 degrees, or 75 degrees relative to the longitudinal axis.

[0061] The sample receiving end 226 of the device may be contacted to 2 sample.. The
sample may be provided direcily from the subject. The sample receiving end may contact the.
subject or a sample that is-contacting or being exuded from the subject. For example, the sample
receiving end may contact a drop of blood on a subject’s finger. The blood miay enter the
channels, The blood may be transported through the channels via capillary action, pressure
differential, gravity, or any other motive force. The blood may travel throngh the channels from
a sample receiving end to a sample delivery end. The sample delivery end may be in fiuid
commuunication or may be brought inte fluid communication with one or more containers housed
within a base of the device. The sample may pass from the channels to the containers. The
sample may be driven into the containers via pressure differential, capillary action, gravity,
friction, and/or any other motive force, Optionaily, the sample might also be blood introduced
with a pipetie, syringe, etc... It should be understood that although Figure 2B shows that sample
B only partially filling the channels 222a, 222b, but in most embodimenis, the channels will be
fulty filled witl sample B when the fill process is.completed.
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[0062] Figures 3A-3B show an example of a sample collection device 300 prior to
bringing the channels 322a, 322b mto fluid communication with one or more containers 346a,
346b housed within a base 340 of the device, The sample collection device may include a cap
310, body 320, support 330, and base 340, The body and/or support may support and/or
encompass af least a portion of one, twu, or more channels. The base may suppoit and/or
encompass-one, two, or more confainers.

[0063] In one embodiment, a body 320 and/or support 330 may support one or more
channels 322a, 322b in the sample collection device. In one example, two channels are
provided, although descriptions relating o a two-channel embodiment may apply to any number
of channels including but not limited to 1, 3, 4, 5, 6, or more channels, Each of the channels may
have a fiist end 3233, 323b that may be provided at a sample receiving end 326 of the device.
The first ends of the respective channels may be open. The channels may be open to ambient air.
When the first ends of the channels contact a {luid, such as blood, the fluid may be drawn into
the channels. Blood may be drawn m via capillary action, or any other of the techniques
desciibed elsewhere herein. The blood may travel along the length of the channels to the
respective second ends 325a, 325b of the channels. The channels may be fluidically segregated.
from one anciher. For example, a fluid may enter 2 first channel 322a via a first end 323a, pass.
through the length of the channel, and exit the first channel at the second end 325a, Similarly,
fluid may enter a second channel 322b via a first end 323b, pass through the length of the
channel, and exit the second channel at the second end 325b. The first and second channels may
be fluidically segregated so that fluid from the first-channel does not pass into the second
channel and vice versa. . In some embodiments, the fluid may pass to the second ends of the
channels without exiting initially.

[0064] The channels 322a, 322b may have a diverging configuration. For example, the
first ends 323a, 323b of the channels may be closer together than the second ends 325a, 325b of
the channels. More space may be provided between the second ends of the channels than
between the first ends of the channels. The first ends of the channels may or may not be in
contact with one another. The first ends of the channels may be ddjacent to one another.

[0065] A base 340 may be connected 10 a support 330 of the sample collection device:
The base 340 may or may not directly contact the support. The base may be movable relative 1o
the support during use of the device. Tn some embodiments, the base may slide in a longitudinal
direction relative to the support, In some instances, the base may slide in a longitudinal diréction
relative to the support without rotating. In some instances, the base may slide co-axially with the

support without rotating. In some instances, a base may rotate while moving relative 1o the
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support. A portion of the base may fit within a pottion of the support, or vice versa. For
example, a portion of the base may be insertable into a portion-of the support and/or a portion of
the support may be insertable into the base. One or more stop feature may be provided in the
base and/or the frame to provide a controlled degree of movement between the base and the
support. The stop feature may include a shelf, protrusion or groove.

[0066] The base 340 may be capable of supporting one or more containers 346a, 346b.
The base.may have a housing that may at least partially surround the orie or more containers, In
some instances, the containers may be completely surrounded when the base is-engaged with 2
suppoit 330. The base may have one or more indentation, protrusion, groove, or'shaped feature
to accept the containers, The base may be formed with a shape that is complementary to the
shape of the containers. The containers may be maintained in an upright position relative 6 the
base.

[6067] The same number of containers may be provided as the number of channels.. For
example, if N.channels are provided, then N containers may be provided, wherein N is 'a positive
whole number (e.g, 1,2, 3,4, 5,6, 7, 8, ormore). Each channel may correspond to 2 respective
container. In one example, 2 sample collection device may have a first channel and 8 second
channel, as well as a respective first container and second container. A first channel 322a may
be in or may be configured to be brought info fluid communication with a first container 346a,
and a second channel 322b may be in or may be configured to be brought into-fluid
communication with a second container 346b.

[0068] In some embodiments, each container may have a body 349a, 349b and a cap
3484, 348b. In some instances, the container body may be formed from a iransparent or
translucent material. The container body may permit a sample provided within the container
body 1o be visible when viewed from outside the container. The contaifier body may have a
‘tubular shape. In some instances, the container body may have a cylindrical portion. The
bottom of the container may be flat, tapered, rounded, or any cotmbination thereof. The
containers may comprise an open end and a closed end. The open end may be a top cnd of the
container, which may be at the end of the container closer fo one or more chantiel. The closed
end may be a bottom end of the container, which may be at the end of the container further from
one ot more channel. Various embodiments of containers may be described in greater detail
elsewhere herein.

[0669] A base 340 may have one or-more optical indicators, such as optical windows
3424, 342b. The optical windows may be positioned over the containers 346a, 346b. In some

instances, the optical windows may be positioned over the container bodies. A single window
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mey provide a view t0 a single container or to multiple containers. In one example, the same
number of optical windows may be provided as containers. Each optical window may
correspond 1o a respective container. Both the optical window and containers may be formed of
an optically transmissive material that may permit a user to view whether a sample has reached
the container from outside the sample collection device.

{00761 Tn some emibodiments, there may be optical windows of the channels 322a and
322b so that a user may observe when a desired fill level has been reached inthe ¢hannels.
‘Some embodiments where the body 320 is entirely transparent of translucent, there may be a
‘marker or indicator mark along the channels to noteé when a desired fill level has been reached.

[6071) The containers may be sized to contain a small fluid sample. In some
embodiments, the containers may be configured to contain no more than about 5 ml, 4 ml, 3 ml,
2ml, 1.5 mL, 1 mL, 900 uL, 800 uL, 700 ul, 600 uL, 500uL, 400 uL, 300 uL, 250 uL, 200 uL,

150 uL, 100 uL, 80 uL, 50 uL, 30 vL; 25 ul, 20 uL, 10 uL, 7 wL,5 uL, 3 ul, 2 ul, I ul, 750 uL,
500 nL, 250 aL, 200 nl,, 150 nL, 100 nL, 50 nl.; 10 nL, 5 nL, or 1 nL. The containers may be
configured to contain no more than several drops of blood, a drop of blood, or no more than a
portion of a drop of blood.

{60723 The containers may contain a cap 348a, 348b. The plug may be configured to fit
over an open end of the container. The cap may block the open end of the container. The cap
may fluidically seel the container. The cap may form a fluid-tight seal with the container body.
For example, the cap may be gas and/or liquid impermeable. Alternatively, the cap may permit
certain gases-and/or liquids to pass through. In some instances, the cap may be gas permeable
while being liquid impermeable. The cap may be impermeable to the sample. For example, the
cap may be impermeable to whole blood, serum or plasma. In some instances, & portion of the
cap may fit info a portion of the container body. The cap may form a stopper with the container
body. The cap may include a lip or shelf that may hang over a portion of the container body.
The lip or shelf may prevent the.cap from sliding into the container bady. Tn some instances, &
portion of a cap may overlie a top and/or side of the container body. Any description herein of
containers may be applied in combination with the sample collection device, Optionally, some
embodiments may inchide an additional part in the vessel assembly such as cap holder. In one
embodiment, the purpose of the cap holderis to maintain a tight seal between the cap and
container. In one embodiment, the cap holder engages ati attachment, lip, indentation, or other-
attachment location on the outside of the container to hold the cap in position. Optionally, some

embodiments can combine the function of both the cap and the cap holder into one component,
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[0073) 'One or more engagement assemblies may be provided. The engagement
assembly may include a channel holder. 350 and/or a. force-exerting component, such as a.spring
352 or clastic. In one embodiment, the holder 350 may keep the adapter channel 354 affixed to
the support. As will be described elsewhere herein, the adaptor channel 354 may be formed
integrally with the collection channel or may be a discrete element that may be a stand-alone
piece, part of the collection channel, or part-of the container. In one embodiment, the holder 350
may prevent the adapter channel 354 from sliding relative to the support. The holder 350 may
optionally provide a supporf upon which a force-exerting component, such as a spring, may rest.

[0074] In one example, the engagement assemblies may each include a spring 352 which
may exert a force so-that the base 340 is atan extended state, when the spring is at is natural
state. When the base is at its extended state, space may: be provided between the containers
346a, 346b and the engagement assemblies; In some instances, when the base 340 is in its
extended state, the second ends of the channels may or may not contact the caps of the
containers. The second ends of the channels 325a, 325b may be i a position where they are not
in fluid communication with the interiors of the containers.

[0075] A sample collection device may have any number of engagement assemblies. For
example, the same number of cngagement assemblies may be provided as nuimber of channels,
Each.channel may have an engagement assembly, For example, if a-first channel and a second
channel are provided, = first engagement asgembly may be provided for the first channel, and a
second engagement assembly may be provided for the second channgl. The same number of
engagement assemblies and containers may be provided.

[0676] “Tn one embodiment, the engagement assembly may house an adapter channel 354
such as but not limited to an elongate member with angled, tapered or pointed end 327a and
327b. Tishould be understood that in some embodiments, the ends 327a and 327b are part of'a
needle that'is formed separate from the channels 3222 and 322b and then coupled to the channels
322a.and 322b. The needles:may be formed of the same or different material from the body
defining the channels 322a and 322b. For example, some may use & metal to form the needles
and a polymer ot plastic material for the body defining channels 3222 and 322b. Optionally,
some embodiments may form the ends 327a and 327b on a2 member that is integrally formed
with the ¢hannels 322a and 322b. In some instances, the second end of the channel may be
configuréd to penetrate a material, such as a cap 348a, 348b of the container. In some
embodiments, 2 portion-of the adaptor channel 354 may be insertable within the collection
channel or a portion of the collection channel may be insertable within the adapior ¢hannel, or

the two.may be configured to align flush. Optionally, some embodiments may integrally form
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the adapter channel 354 with the collection-channel 322a. Tt should be understood that Figure
3B (and 4B) shows that sample B only partially filling the chaunnels 122a, 122b, but, in most
embodiments, the channels will be fully filled with sample B when the fill process is completed.
There may be variations and alternatives to.the embodiments described herein and that no single:
embodiment should be construed to encompass the entire invention.

[0077] Figures 4A-4B show an example of a sample collection device 400 having
channels 422a, 422b that are in fluid communication with the intérior of containers 446a, 446b
within the device. The sample collection device may include a cap 410, body 420, support 430,
and base 440. The body and/or support may support and/or encompass at least a portion of one,
two, or more channels. The base may support and/or encomnpass one, two, or more containers.

[0078] In one embodiment, a body 420 and/or support-430 may suppott one ormore.
channels 4223, 422 in a sample collection device, For example, 2 first channel and second
channel may be provided. Each of the chennels may have a first end 423a, 423b that may be
provided at a-sample receiving end 426 of the device. The first ends of the respective channels
may be open. The channels may be open to ambient air. When the first ends of the channels
contact a fluid, such as blood, the fluid may be drawn into the channels. The fluid may be drawn
in via capillary action, or any other of the techniques described elsewhere herein: The fluid may
travel along the length of the channels 1o the respective second ends 425a, 4250 of the channels.
In some embodiments, the fluid may reach-the second ends of the channels via capillary action or
other techniques described herein, In other embodiments, the fluid need not reach the second.
ends of the channels. The channels may be fluidically segregated from one another.

[0079] In some embodiments, the fluid may pass to the second ends of the channels
without exiting when the channels are not in fluid communication with the interiors of the
confainers 446a, 446b. For example, the fluid may be drawn into the channel via capillary
action, which may cause the fluid to flow to or near the end of the channel without causing the
fluid to exit the channel. ‘

[0080] A base 440 may be connected to a support 430 of the sample collection device.
The base may be movable relative to the support during use of the device, In some
enibodiments, the base may slide in a longitudinal direction relative to the support. In one
example, the base may have (i) an extended position where the channels are not in {luid
communication with the interior of the containers, and (i) a compressed position where the
channels ars in fluid communication with the interior of the containers. A sample collection
device may be initially provided in an extended state, as shown in Figure 3. After the sample has

been collected and flown through the length of the channel, auser may push the base in-to
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provide the sample collection device in its compressed state, as shown in Figure 4. Once the
base has been pushed in, the base may naturally remain pushed in, or may spring back out to an
extended slate, once the pushing force 1s removed. In some instances, a bage may be pulled ount
to an extended state, or may be pulled out completely to provide access to containers therein.

[0081]  Thebase 440 may be capable of supporting one or more containers 446a, 446b.
The base may have a housing that may at Ieast partially surround the ong or move containers. In
some instances, the containers may be completely surrounded when the base-is engaged with a
support 430. The base may have one or more indentation, protrusion, groove, or shaped feature
to accept the containers. The base may be formed with a shape that is complementary to the
shape of the containers. The containers may be méintained in an upright position relative to the
base.

0082] The same number of containers may be provided as the number of channels.
Each channel may correspond to 2 respective container. In one example, a sample collection
device may have 2 first channel and a second channel, as well as a respective first container and
second container. A first channel 4223 may be in or may be configured to be brought into finid
communication with a first container 446a, and a second channel 422b may be in or may be
configured to be brought into fluid communication with a second container 446b. The first
chaonel may initially not be in fluid commimnication with a first container and the second channel
may initially not be in fluid communication with the second container. The first and second
channels may be bronght into fluid communication with the interiors of the first and second
containers respectively when the base is pushed in relative to the support. The first and second
channels may be brought into flnid communication with the first and second containers
simultaneously. Alternafively, they need not be brought into fluid communication
similtaneously. The timing of the fluid communication may depend on the height of the
container and/or the length of the channel. The timing of the fluid communication may depend
on the relative’ distances between the second end of the channel and the container..

[0083] Tn some ¢mbodiments, each container may have a body 449a, 449b and a cap
448a, 448b, The container body may have a tubular shape. Insome instances, the container
body may have a cylindrical portion. The bottom of the container may be flat, tapered, rounded,
or any combination thereof. The containers may comprise an open.end and a closed end. The
open end may be a top end of the container; which may be at the end of the. container closer to
one or mote channel. The closed end may be a bottom end of the container, which may be at the

end of the container furthier from one or more channel.

19



WO 2014/145935 PCT/US2014/039792

[0084] A base 440 may have one or more optical indicators, such as optical windows
4422, 442b. The optical windows may be positioned over the containers 446a, 446b, In some
instances, the optical windows may be positioned over the container bodies. Both the optical
window and containers may be formed of an optically transmissive material that may permit a
user to view whether a sample has reached the container from outside the sample collection
device. In some embodiments, the containers may incorporate markings on the containers
themselves to indicate fill level requirernents.

[0085] "The containers may contain a cap 448a, 448b. The cap may be configured to fit
over an open end of the container. The cap may block the open end of the container, The cap
may fluidically seal the container. The cap may form a fluid-tight seal with the container body.
For example, the cap may be impermeable to whole blood, serum or plasma. In some instances,
a portion of the cap may fit into a portion of the container body. The cap.may include a'lip or
shelf that may hang over a portion of the container body. In some embodiments, the cap may
have-a hollow or depression. The hollow or depression may assist with guiding a second end of
the channel to a center of the cap. In some instances, when the sample collection device is in an
extended state, a second end of a channel 425a, 425b may Y above the cap of the container.
The second end of the channel may or may not contact the containef cap. In some instances, the
second end of the channel may rest within a'hollow or depression of the cap. In some instances,
the second end of the channel may partially penetrate the cap without reaching the interior of the
container. Optionally, some embodiments of the cap might include a crimping piece to hold
vacuum.

[1086] A second end of a channel may have an angled, tapered or pointed end 427a and
427b. 1t should be understood that in some embodiments, the ends 427a and 427b are part of a
needle that is formed separate from the channels 422z and 422b and then coupled to the channels
422z and 422b. The needles may be formed of the same or different material from the body
defining the channels 422a and 422b. For example, some may use a metal to form the needles
and a polymer or plastic material for the body defining channels 422a and 422b, Optionaily,
some embodiments may form the ends 4272.and 427b on a member that is iittegrally formed
with the channels 422a and 422b. In some instances, the second end of the channel may be
configured to penetrate a material, such as a cap 448a, 448b of the container. The cap may be
formed of a material that may prevent sample from passing through in the absence ofa
penefrating member. The cap may be formed from a single solid piece. Alternatively, the cap
may include a slit, opening, hole, thin portion, or any other feature that may accept a penetrating

member, A slit or other opening may be capable of retaining sample therein, when the
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‘penctrating member is not in the sit or opening, or when the penetrating member is removed
from the slit or opening. In some instances, the cap may be formed from a self-healing material,
so.that when a penefrating member is removed, the opening formed by the penetrating member
closes up. The second end of the channel may be a penetrating member that may pass through
the cap and into the interior of the container. In some embodiment, it should be clear that the
penetrating member may be hollow needles that allow sample to pass through, and not just
needles for piercing.. In some embodiments, the piercing tip can be a non-coring design such as
buit not limited to a tapered cannyla that pierces without coring the cap matexial,

[6037] One or more engagement assemblies may be provided. The engagement
assembly may include a channel holder 450 and/or a force-exerting component, such as a spring
452 or elastic. In one embodiment, the holder 450 may keep the.adaptor channel 454 affixed to
the support. As will be described clsewhere herein, the adaptor channel 454 may be formed
integrally with-the collection channel or may be a discrete element that may be a stand-alone
piece, part of the collection channel, or part of the container. In one embodiment, the holder 450
may prevent the adaptor channel 454 from sliding relative to the support. The holder 450 may
optionally provide & support upon which a force-exerting component, suchi as a spring, may rest,

[0088] 1n one example, the engagement assemblies may include a spring 452 which may
exert a force so that fhe base is at its extended state, when the spring is at it natural state. When
the bage is at its extended state, space may be provided between the containers 446a, 446b and
the engagement assemblies. The second ends of the chanuels 425a, 425b may be in a position
where they are not in fluid communication with the interiors of the containers.

[085] A sample collection device may have any number of engagement assemblies. For
example, the same number of engagement assemblies may be provided as number of channels.
Hach channel may have an engagement assembly. For exatple, ifa first.channel and a second
channel are provided, a first engagement assembly may be provided for the first channel, and 2
second engagement assembly may be provided for the second-channel. In onie embodiment, the
same number of engagement assemblies and containers may be provided.

(0090} When the base is pressed in, the spring 452 may be compressed. The second ends
4252, 425b of the channels may penetrate the caps of the containers. The second ends of the
channels may enter the interior of the container. In some instances, 2 force may be provided to
diive the fluid from the channels into the containers. For example, a pressure differential may be
generated between the first and second ends of the chaninels. A positive pressurc may be
provided at the first end 423a, 423b of the channels and/or a negative pressure may be provided

at the second end of the channels, The posilive pressure may be positive relative to the pressure
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at the second end of the channel, and/or ambient air. The negative pressure may be negative
relative to the pressure at the first énd of the channel and/or ambient air. In one example, the
containers may have a vacuum therein, When the second end of a channel penetrates a
container, the negative pressure within the container may pull the sample into the container. In
alternative embodiments, the sample may enter the container driven by capillary forces, gravity,
or any other motive force. There may be variations and alternatives to the embodiments
described herein and that no single embodiment should be construed to encompass the entire
invention,

[ao1] In some instances, different types of motive forces may be used at different stages
of sample collection. Thus, onec type of motive force may be used to draw the sample into the
channel, and then a different iype of motive force may be used to move sample from the channel
into the container. For example, a capillary force may draw the saniple into a channel, and a
pressure differential may drive the sample from the channel into the container. Any
combinations of motive forces may be used to draw sample into the channel and into the
container. In some embodiments, the motive force(s) used to draw sample into the channel is
different from motive force(s) used to draw sample into the container. In some alternative
embodiments, the motive force(s) may be the same for each stage. In some embodiments, the
motive force(s) are applied sequentially or at defined time periods. By way of non-limiting
example, motive force(s) to draw sample into the containet is 0ot applied until the at least one
channel has reach a minimum fill level. Optionally, motive force(s) to draw sample info the
container is not applied until the at least two channels have each reach a minimum fill level for
thai channel. -Optionally, motive force(s) to draw sample into the container is not-applied until
all channels have each reach a minimum fill level for that channel. In some embodiments, the
motive force(s) are applied simultanecusly.

[0692] Some embodiments may use & pressurized gas sonrce coupled to the sample
collection device and configured to;push collected bodily fluid from the one or more channels
into-their respective containers. Optionally, some may use a-vacuum source not associated with
{he containers to pull sample fluid towards the containers.

{0093} Additional, some-embodiments of the channel may be configured such that there
is sufficient capillary force within the channel such that once filled, the forcé is greater than that
of gravity so that sample does not escape from the channel based only on gravitation force. An
additional raotive force is used to break the hold of the capillary action of the channel(s).

Optionally, as described elsewheie herein, a dévice such as but not limited 1o a sleeve may
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contain the bodily fluid from exifing the channel at the end closest to the container, thus
minimizing any loss until iransfer to the container is initiated.

[0094] Optionally, other materials such as but not limited to a lyosphere, sponge, or other
motive force provider may be used to provide motive force that draws sample into the container:
‘When multiple forces are being used, this may be a primary, secondary, or tertiary motive force
to draw semple into-the container. Optionally, some embodiments may include 2 push-type
motive force provider such as but-not limited to a plunger to move the sample in a desired
mansner,

[0095] Some time may slapse after a sample has been introduced to a channel for
traveling along the length of the channel. A user may introduce a sample to the sample
collection device and may wait for the sample to travel the lenpth of the channel. One ormore-
optical indicator may be provided, which may indicate whether the sample has reached a desired
fill level, such as not limited to the end of the channel. In ofher embodiments, the user may wait
a predetermined amount of time before pushing in the base. The base may be pushed in after the
‘user has determined the sample has traveled a sufficient length of the channel and/or a sufficient
amount of time has passed since the sample was introduced. After the base is pushed in, the
chanriels may be brought into flnid commusication with the containers, and sample may flow
from the channel into the containers. An optical indicator may be provided so that a user may
know when the containers have been filled.

(0096} Once the containers have been filled, they may be transferred to.a desired
Tocation, using systems and methods described elsewhere herein. In some instances, the entire
sample collection device may be transferred. The cap may be placed on the sample collection.
device for transfer. In other embodiments, the base. portion and/or support portion may be
removable from the rest of the device. In one example, the base niay be removed from the
sample collection device, and the containers muy be transferred along with the bage,
Aliernatively, the base may be removed from the sample collection device to provide access to
the containers, and the containers may be removed from the device and {ransmitied. The
removal of the base may. livolve some disassembly of the sample collection device to detach the
base. This may involve using sufficient forcé to overcome detents or stops built into. the device
to prevent accidental disengagement. Optionally, some other positive act such as but not limited
to disengaging a latch or other locking mechanism may be performed by a user before detaching
the base. Optionally, some embodiments may allow for removal of the containers without
removal of the base, but allow for access to the containers by way of openings, access ports, or

opén-able covers on the base,
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10097 In some embodiments, one or more of the channels and/or containers may
comprise features described elsewhere herein, such as separation members, coatings, anti-
coagulants, beads, or any other features. In one example, the sample infroduced to the sample
collection device may be whole blood. Two channels and-vespective containers may be
provided. In this non-limiting example, cach of the channels has a coating such as but not
limited to an anti-coagulant coating in the channel. Such an anti-coagulant coating can serve one
or more of the following functions. First, the anti-coagulant.can prevent whole blood from
clotting inside the channel during the sample collection process. Depending on the amount of
whale blood to be collected, clotting could prematurely clog the channel before sufficient
amount of blood has been brought into the channel. Another function is to introduce anti-
coagulant into the whole blood sample. By have the snti-coagulant in the channel, this process
can begin earlier in the collection process versus some embodiments which may only have it the
containers 446a or 446b, This early infroduction of anti-coagulant may also be advantageous in
case the whole blood sample will be led along a pathway that may have portions that are not
coated with anti-coagulant, such as but iot limited 1o, the inner surfaces of a needle connected to
the chennels 4222 or 422b. Optionally, some embodiments may include surfactants that can be.
used to modify the contact angle (wettability) of' a surface.

[6098] In some embodiments the inner surface of the channel and/or other surfaces along
the fluid pathway such as but not limited to the sample inlet to the interior of-a sample collection
vessel may be coated with a surfactant and/or an anti-coagulani solution. The surfactant
provides & wettable surface to the hydrophobic layers of the fluidic device and facilitate filling of
the metering channel with the lquid sample, e.g., blood. The anti-coagulant solution helps
prevent the sample, €.g;, blood, from clotiing when provided to the fluidic device. Exemplary
surfactants that can be used include without limitation, Tween, TWEEN®20, Thesit®, sodium
deoxycholate, Triton, Triton®X-100, Pluronic and/or other non-hemolytic detergents that
provide the proper wetting characteristics of a surfactant. EDTA and heparin are non-limiting
anti-coagulants that can be used. In one non-limiting example, the embodiment the solution
comprises 2% Tween, 25 mg/mL EDTA in 50% Methanol/50% H20, which is then air dried. A
methanolfwater inixture provides a rieans of dissolving the EDTA and Tween, and also dries
guickly from the surface of the plastic. The-solution can be applied to the channel or other
surfaces along the fiuid flow pathway by any technique that will ensure an even film over the
surfaces o be coated, such as, e.g., pipetting, spraying, printing, or wicking.

[009%] 1t should also be understood for any of the emboditments herein that a coating in

the chamel'may extend along the entire path of the channel. Optionally, the coating may cover a
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majority but not all of the channel. Optionally, some embodiments may not cover the channel in
the areas nearest the entry opening to minimize the risk of cross-contamination, wherein coating
material from one chammel migrates into nearby channels by way of the channels all being in
confact with the target sample fluid at the same time and thus having a connecting fluid pathway.
(001007 Although embodiments herein are shown with two separate channels in the
sample collection device, it should be understood that some embodiments may use more than
two separate channels. Optionally, some embodiments may use less than two fully separate
channels. Some.embodimenis may only use one separate channel. Optionally, some
embodiments may use an inverted Y-channel that-starts initially as one channel and then splits

into two or more channels, Any of these concepts may be adapted for use with other

embodimenis described herein.

Collection Device with Self-Supporting Collection Channels

[00101]  Figures SA-5B provide another example of a sample collection device 500
provided in accordance with an embodiment desctibed herein. The sample collection device
may include a collection device body 520, support 530, and base 540. In some instances, & cap
may be optionally provided. The collection device body may contain one or more collection
channels 5223, 522b defined by collection tubes, which may be capable of receiving sample. A
base: may have one or more optical indicator 542a, 542b that may provide a visual indication of
whether sample has reached one or more container housed in the base. A support may have one
or more optical indicator 532a, 532b that may provide a visual indication of whether sample has
reached or passed through a portion of the channels.

[00102] A collection device body 520 of a sample collection device may contain at least a
portion of one:or more tubes with channels 522a, 522b.therein. Optionally, the device collection
body 520 may also define channels that couple to channels 522a, 522b defined by the tubes. .In
some embodiments, a portion of the channels may extend beyond the collection device body.
The channels may extend beyond one énd or two ends of the collection device body.

[00¥03]1  The collection device body 520 may be connected to a2 support 530. The support
may contain a portion of one or more channels therein. The collection device body may be
permanently affixed to the support or may be removable with respect to the support. In some
instances, the collection device body asd the support may be formed of a single integral piece.
Alfernatively, the collection device body and support may be formed from separate pieces.

[00104)  During the operation of the device the collection device body 520 and support 530

may move relative to one another. In some instances, & portion of the body 520 may be
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insertable within the support 530 and/or a portion of the support may be insertable within the
body. The body may be capable of moving relative to the support. In some instances, a sample
collection device may have a longitudinal axis extending along the length of the sample
collection device. The body and/or support may move relative to one another in the diréction of
the longitudinal axis. The body and/or support may be capable of moving a limited distance
relative to -one another. The body and/or support may move co-axially without rotational
motion, Alternatively, rotational motion may be provided.

[060105} The collection device body 520 may be formed from an optically transmissive
material. For example, the collection device body may be formed from a transparent or
translucent material. Alternatively, the body may be formed from an opaque material. The
support 530 may be formed from an optically opaque, transhucent, or transparent material. The
support. may or may not have the same optical characteristics of the collection device body. The
support may be formed from a different materjal as the collection device body, or from the same
material as the collection device body. There may be variations and alternatives to the
embodiments described herein and that no single embodiment should be construed to encompass
the entire invention.

[60106] The collection device body, suppert, and/or base may have any shape or size. In
some examples, the collection device body, support, and/or base may have a circular, elliptical,
triangular, quadrilateral (e.g., square, rectangular, trapezoidal), pentagonal, hexagonal,
octagonal, or any other cross-sectional shape. The cross-sectional shape may remain the same or
may vary along the length. The cross-sectional shape may be the same for the body, support,
and base, or may vary. In some instances, the collection device body, support, and/or base may
have a cross-sectional area of less than or equal to about 10 cm2, 7 cm2, 5 em2, 4 cm2, 3 cm2,
25cm2, 2 em2, 1.5 em2,'1 em2, 0.8 cm2, 0.5 ecm2, 0.3 cm2, or 0.1 cm2. The cross-sectional
area may vary or may remain.the same along the length. The cross-sectional size may be the
same for the collection body, support, and/or base, or may vary. The collection device body,
support, and/or base may have a length of less than or equal to about 20 cm, 15 cm, 12 ¢m, 10
cm, 9 cm, 8 ¢m, 7 cm,. 6.cm, 5cm, 4 cm, 3cm, 2 cm, 1 cm, 0.5 cm, or 0.1 cm. The collection
device body may have a greater or lesser lengthi than support or base; or an equal length-to the
support, orbase,

[#0107}  The channels 522a, 522b may be supported by the device body. 520 and/or the
support 530. Tn some instances, the entire length of the tubes or the charinels therein may be
encompassed within the combination of the device body and the support.  Alternatively, the

channels may extend beyond the device body and/or support as seen in Figure 5. In some
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instances, the channels may extend beyond one end of the device body/support combination, or
beyond both'ends. In some instances, a portion of the channels may be within the device body
and a portion of the channels may be within the support. The position of the channels may be
affixed by the device body and/or the support. In some instances, the channels may be affixed to
device body and/or not move relative to the device body. The channels may be movable relative
to the support. In some instances, a plurality of channels may be provided. At least a portion of
the channels may be substantially parallel to one another. The channels may be parallel to one
another and/or a longitudinal axis extending along a length of the sample collection device.
Alternatively, no portion of the channels need be parallel to one another, In some instances, at
least a portion of the chennels are not parallel to. one another. The.channels may be slightly bent;
Opticnally, they may be straight, but aligned to be closer to one another as they near the sample
collection point. It should be understood that the tubes defining the channels 522a and 522b may
be made of optically transparent, transmissive, or other material sufficient to provide a detectable
change that sample has reached a desired £ill level in at least one channel. Optionally, the
detectable change can be used to detect when both channels reach at least the desired fill level.

[00108] A base 540 may be provided within the sample collection device. The base may
be connected to the support 530. In some instances, a.portion of the base 540 may insertable
within the support 530 and/or a portion of the support may be insertable within the base. The
base may be fixed relative to the support or may be movable relative to the support. The base
may be provided at an end of the support opposite an end of the support connected to the body.
The base may be formed us » separate piece from the support. The base may be separable from
the support, ‘Alternatively, the base may be affixed to the support and/or formed as an integral
piece with the support.

[60189] A base 540 may house one or more container therein. The containers may be in
fluidic communication with the channels and/or may be brought into fluidic communication with
the channels: An end of & channel may be within the container-or may be brought within the
container. A base may have one or more optical indicator 542a, 542b that may provide a visual
indication of whether sample has reached one or more container housed in the base. In sotme
embodiments, the optical indicators may be optical windows that may enable a user to see into
ihe base. The optical window may be formed from a transparcnt and/or transiucent maferial.
Alternatively, the optical window may be an-opening wifhout any material therein, The optical
window may enable a uses to directly view a container within the base. The container within the
base may be formed from a transparent and/or translucent material that may eneble a user to sce

if'a samaple has reached the eontainer of the bage. For example, if blood is transported along the
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chantiel to the containers, the containers may show the blood therein. In other embodiments, the
oplical indicators may include other features that may indicate the container has been filled. Fot
example, one or more sensor may be provided within the base or container that may determine
whether a sufficient amount of sample has been provided within the container. The sensor may
provide a signal to an optical indicator on the base that may indicator whethei the sample has
been provided to the container and/or the amount of sample that has been provided to-the
container. For example, the optical indicator may inclide a display, such as an LCD display,
light display (e.g., LED display), piasma screen display that may provide an indication that the
confainers have been sufficiently filled. Inalternative embodiments, an optical indicator need
not be provided, but alternative indicators may be provided, such as but not limited to, 2n audio
indicator, femperature conirolled indicator, or other device that may indicate by a detectable
signal, such as one detectable by a user, when the containers have been filed.

[00110] A support 530 may have one or more optical indicator 532a, 532b that may
provide a visual indication of whether sample has reached or pass through a portion of a channel
housed by the support. In some embodiments, the optical indicators may be optical windows
that may enable a user to see into the support. The optical window may be formed from a
transparent and/or translucent material. Alternatively, the optical window may be an opening
without any material therein. The opticel window may enable a user to directly view a portion of
a channel within the support. The channels'may be formed from a transparent and/or fransfucent
material that may enable a user to see if a sample has reached the portion of the channel
underlying the optical window. In other embodiments, the optical indicators may include other
features that may indicate the sample has passed through a portion of the channel, such as
sensors desciibed elsewhere herein.

[00111] Referring now to Figures 6A-6B, additional views of a sample collection device
500 are provided in accordance with one embodiment described herein.

[00112] In some embodiments, a portion of the tubes containing channels 5228, 522b may
extend beyond the collection device body 520. The portion of the channels that extend beyond
may include portions of the channels that are configured to receive a sample from the subject. In
one example, the channels may have a first end 5234, 523b that may be a sample receiving end
of the.channels.

[00113] The channels may optionally be defiried by a rigid material. Alternatively, the
channels may be defined by a flexible material or may have flexible components, The chatinels
may or may not be desigued to bend or curve. The channels may or may not be substantially

parallel to one another. In some instances, the first ends of the channels may be some distance
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apart when in a relaxed state. The first ends of the channels may remain that distance apart
during opetation of the device. Alternatively, the first ends of the channels may be brought
closer together. For example, the first ends of the channels may be squeezed together. Each
open end of the channels may separately receive a sample. The sample may be received
sequentially, The sample may be.from the same subject. Alteratively, the channels may be
capable of receiving the same sample simultaneously.

[00114] The channels 522a, 522b may include-one or more features or characteristics
mentioned elsewhere herein. At least a portion of the channels may be substantially parallel to
one another. Alternatively, the channels may be at angles relative to-one andgther. In some
embodiments, the channels may have a first end that may be at a sample receiving end 526 of the
sample collection device. The first end ofa channel may be an open end capable of receiving @
sample, In some embodiments, the ends of-each of the channels may be provided at the sample
receiving end of the sample collection-device. One, tTW0, or more channels may have a first end
at the sample receiving end of the sample collection device.

00115] n some embodiments, thedevice body 520 may be movable relative to the
support 530. A portion of the device body may be insertable within the support or vice versa. In
one example, the device body may have a'lip 527 and an interior portion 529. The lip may have
a greater cross-sectional area than the interior portion. The interior portion may be capable of
being inserted into the support. The lip may actasa stop to prevent the entire body from being
inseried into the support. The lip may rest on a-shonlder of the support.

jooiss]  Figures 7A-7B shows partial cutaway views of an example of a sample collection
device 700 provided in accordance with an embodiment desctibed herein, The sample collection
device in an extended state, prior to bringing the channels 7228, 722b into fluid communication
with one or more conteiners 746a, 746b housed within a base 740 of the device. The sample
collection device may include a body 720, support 730, and base 740. The body and/or support
may support and/or encompass at least a pottion of one, two or more channels. The base may
support and/or encompass one, two ot mote containers. There may be variations and alternatives
to the embodiments described herein and that no single embodiment should be construed to
encompass the entire inyeniion.

[00117] T one embodiment, 2 body 720 and/or support 730 may support one or more
chainels 722a, 722b in a sample collection device. In one example, two channels are provided,
though descriptions relating toa two-channel embodiment may apply to any number of channels
including but not limited to 1,3, 4, 5, 6 or more channels. Each of the channels may have a first

end 7234, 723b that may be a sample receiving end of the device. The first-ends of the
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respective channels may be open. The channels may be open to ambient air. When the first ends
of the channels contact 2 fluid, such as blood, the fluid may be drawn into the channels. Fiuid
may be drawn in via capillary action, or any other of the techniques described elsewhere herein.
The fluid may travel along the length of the channels to the respective second.ends of the
channels. The channels may be fluidically segregated from one another. For example, a fluid
may enter a first channel 722a via a first end 7234, pass through the length of the channel, and
exit the first channel at the second end. Similarly, fluid may enter a second channel 722b via a
first end 723D, pass through the length of the channel, and exit the second channel at the second
end. The first and second channels-may be fluidically segregated so that fluid from the first
channel does not pass into the second channel and vice versa. In some embodiments, the fluid
may pass to.the second ends of the channels without exiting initially.

00118]  The channels 7223, 722b may have a parallel configuration. For example, the
first ends 723a, 723b of the channels may be about the same distance apart as the second ends of
the channels. The first ends of the channels may or may not be in contact with one another.

[@1197 A support 730 may have one or more optical indicators, such as optical windows
732a, 732b. The optical windows may be positioned over the charinels 722a, 722b. Insome
instances, the optical windows may be positioned over portions of the channels. A single
window may provide a view to a single channel portion or to multiple channel portions. In one
example, the satme number of optical windows may be provided as channels. Bach optical
window may correspond to a respective-channel., Both the optical window and channels may be
formed of an optically transmissive material that may permit a user to view whether a sample hag
reached and/for passed through the underlying portion of the channel from outside the sample
collection device. Such determination may be usefut in determining when to compress the
sample collection device,

©0120] A base 740 may be connected to asupport 730 of the sample collection device.
Thi base may or may not directly contact the support. The base may be fixed relative to the
support during use-of the deviee. In somic instances, the base may be removable from the
support. A portion of the base may be insertable into the support and/or vice versa. Il some
embodiments, the base niay slide out from the support in a longitudinal directien relative to the
support: In some instances, the base may slide co-axially with the support without rotating. In
some instances, a base may rotate while moving relative to the support.

[p0121]  The base 740 may be capable of supporting one or more containers 7461, T46b.
The base may have a housing that may at Jeast partially surround the one or more containers. In

some instances, the containers may be completely surrounded when the base is engaged with a
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support 730. The height of the base may extend beyond the height of the containers,
Alternatively, the height of the base may extend o the saime degree or less than the height of the
containers, ‘The base may have one or more indentation, protrusion, groove, or shaped feature fo
accept the containers. The base may be formed with & shape that is'complementary to the shape
of the containers. For example, the base may have one or more tube shaped indentation into
which tube shaped containers may snugly fit. The containers may friction-fit into the base. The
containers may be maintained in an upright position relative to the base. There may be
variations and alternatives to the embodiments described herein and that no single:embodiment
‘should be construed to encompass the entire invention.

100122) The same number of containers may be provided as the number of channels. For
example, if N channels are provided, then N containefs may be provided, wherein N is a positive
whole number (e.g., 1,2, 3, 4, 5, 6, 7, 8, or more). Each channel may correspond o a respective
container, In one example, a sample collection device may haye a first channel anda second
channel, as well as a respective first container and second container, A first channel 722a may
be in or may be configured to be brought into fluid communication with a first container 746a,
and a second channel 722b may be in or may be-configured to be brought into fluid
communication with a second container 746b.

[00123]  Tn some embodiments, each container may have a body 749a, 749b and a cap
748a, 748b. The containers may have any features-or characteristics as described elsewhere
herein,

[B0124] A base 740 may have one or more optical indicators, such as optical windows
742a, 742b. The optical windows may be positioned over the containers 746a; 746b. In some
instances, the optical windows may be positioned over the container bodies. A single window
may provide a view to a single container or to muitiple containers, In one example, the same
number of optical windows may be provided as containers. Each optical window may
correspond 1o a respective confainer. Both the optical window and containers may be formed of
an optically transmissive material that may permit a user to view whether a sample has reached
the container from outside the sample collection device. Such visual assessment may be useful
in defermining when the sample has reached the containers, and when the base can be. removed
from the sample collection device.

[0O125] One or more engagement assemblies may be provided. The engagement.
assetbly may include a channel holder 750 and/or a force-exerting component, such as a spring
752 or elastic. In one embodiment, the holder 750 may keep the-adaptor channel 754 affixed to

the support. As will be described elsewhere herein, the adaptor channel 754 may be formed
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integrally with the collection channel or may be a discrete element that may be a stand-alone
piece, part of the collection channel, or part of the container. In one embodiment, the holder 750
may prevent the adaptor channel 754 from sliding relative to the support. The holder 750 may
optiohally provide a support upon which a force-exerting component, such &s a spring, may rest.

[00126] Tn one example, the engagement agsemblies may include a spring 752 which may
exert a force so that the body 720s at-an extended state, when the spring is at its natural state.
When the body is at its extended state, space. may be provided between the containers 746a, 746b
.and the engagement assemblies. When a body is in its extended state, the interior portion 729 of
the body may be exposed and/or uncovered by the support 730. In some instances, when the
body is in its extended state, the second ends of the channels 722a, 722b may or may not contact
fhe caps of the containers. The second ends of the channels may be in a-position where they are.
not in fiuid communication wifh the interiors of the containers. There may be variations and
alternatives to the embodiments described herein and that no single embodiment should be
constried to encompass the entire invention.

001271 A sample collection device may have any number of engagement assemblies. For
example, the same number of engagement asseinblies may be provided as number of channels.
Each chennel may have an engagement assembly. For example, if a first channel and a second
channel are provided, = first engagement assembly may be provided for the first chanmel, and 2
second engagement assembly may be provided for the second channel. The same number of
engagement assemblies and containers may be provided.

[ox2s)  Figures 8A-8B provide an example of a sample collection device 800 having
channels 822a, 822b that are in fluid communication with the interior of containers 846a, 846b
within the device. The sample collection device may include a body 820, support 830, and base
840. The body and/or support may support andfor encompass.at least a portion of one, two or
more channéls. The channels may extend beyond an end of the body, The base may support
and/or encompass one, two or more containers. 7

001201  In one embodiment, a body 820 and/or support 830 may support one or more
channels 822a, 822b in a sample collection device. For example, = first channe! and second
channel may be provided. Each of the channels may have a first end 823a, 823b that may be
provided af a sample receiving end of the device that may extend beyond the body. The first
ends of the respective channels may be open. The channels may be open to ambient air. The
channels may be rigid or may be flexible. In some embodiments, the channels may have a length
that may permit them to be bent into contact with ene another. When the first ends of the

channels contact a fluid, such as blood, the fluid may be drawn into'the channels. Each channel
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end may be separately contacted to a fluid, which is drawn into the respective channel. This may
involve angling the sample collection device so that only one opening into the channel is in.
contact with the sample fluid at any one time. Aliernatively, all channels may be simultaneously
contacted to the same sample which is simultaneously drawn into the respective channels.
Alternatively, multiple but not all channels may be simultaneously contacted to the same sample
which is then simultaneously drawn into the respective channels. The fluid may be drawn in via
capillary action, or any other of the techniques described elsewhere herein, The fluid may travel
along the length of the channels to the respective second ends of the chiannels. In some
embodiments, the fluid may reach the second ends of the channels via capillary action or other
techniques described herein. In other embodiments, the fluid need not reach the second ends of
the channels. The channels may be fluidically segregated from one another.

[00130] Tn some embodiments, the fluid may pass to the second ends of the channels
without exiting when the channels are not in fluid communication with the interiors of the
containers 846a, 846b. For example, the fluid may be drawn into the chantiel via capillary
action, which may cause the fluid to flow to or near the end of the channel without causing the
fluid to exit the channel.

[00131] The body 820 may be movable relative to the support.830 during use of the
device. In some embodiments, the body may slide in a longitudinal direction relative to the
support. In one example, the body may have (i) an extended position where the channels are not
in fluid communication with the interior of the containers, and (if)-a compréssed position where
the channels 2re in fluid communication with the interior of the containers. A sample collection
device may be initially provided in an extended state, as shown in Figure 7. After the sample has
been collected and flown through the length of the channel, a user may push the body into
provide the. sample collection device in its compressed. state, as shown in Figure 8, Insome
instances, when the body is inan extended state, an interior portion of the body is expos ed.
When the body is in a compressed state, the interior portion of the body may be covered by the
suppoit. A lip of the body may contact the support. Once the body has been pushed in, the body
may naturally remain pushed in, or mdy spring back eut to an extended state, once the pushing
force is removed. In some instances, a body may be pulled out to an extended state, ot may be
pulled out completely to provide access to containers therein. Optionally, in some assemblies,
removal of the body will not provide access to the containers.

[00£32] A base 840 may be connected to a support 830 of the sample collection device.
The base 840 may be capable of supporting one or more containers 846a, 846b. Thebase may.

have 2 housing that may at least partially surround the one or more containers, In some
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instances, the containers may be completely surrounded when the base is engaged with a support.
830. The base may have one or more identation, protrusion, groave, or shaped feature to accept
the containers, The base may be formed with a shape that is complementary to the shape of the
containers. The containets may be maintained in an upright position relative to the base.

[00133] The same number of containers may be provided as the purber of channels,

Each channel may correspond to a respective container. In one example, a sample collection
device may have a first channel and a second channel, as well as a respective first container and
second container. A first channel 8222 may be in or may be configured to'be brought into fluid
communication with a first container 8462, and a second channel 822b may be in or may be
configured to be brought into fluid communication with a second container 846b. The first
channel may initially not be in fluid communication with a first container and the second channel
may initially not be in fluid communication with the secongd.container. The first and second
channels may be brought into fluid communication with the interiors of the first and second
containers respeciively when the body is pushed in relative to the support. The first and second
channels may be brought into fluid communication with the first and second containets
simultaneously. Aliernatively, they need not be brought into fluid communication
simultaneously. Thetiming of the {luid communication may depend on the height of the
container and/or the length of the channel. The timing of the fluid communication may depend
on the relative distances between the second end of the channel and the container.

[60134] Tn some embodiments, each container may have a body 849, 84%b and a cap
848a, $48b. The container body may have a tubular shape. In some instances, the container
body may have a cylindrical portion. The bottom of the container may be flat, tapered, rounded,
or any combination thereof. The containers may comprise an open end and a-closed end. The
opent end may be a top end of the container, which may be at the end of the container closer fo
one or mote channel. The closed end may be a bottom end of the container, which may be at the
end of the container further from one or more channel. There may be variations and alternatives
to the embodiments described herein and that no single embodiment should be construed to
encompass the entire invention.

[00135] A support 830 may have one or more optical indicators, such as optical windows
832a, 832b. The optical windows may be positioned over portions of the channels 822a, 822b.
The optical windows inay provide an indicator of whether a sample has reached and/6r passed
through the portion of the channels shown by the optical windows. This may be useful to assess
whether the sample has flowed sufficiently for the userto push the body into the sample

collection device. In some instances, it may be desirable for the sample to reach the second end
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of the channels, or to near the second end of the chiannels, before cansing the channels to enter
into fluid communication with the containers, In some instances, it may be desirable that the
reach a certain portion of the channel before pushing the body in to bring the channels into foid
communication with the containers. The certain portion of the channel may underlie the optical
windows.

[00136] A base 840 may have one or more optical indicators, such as optical windows
842a, 842b. The optical windows may be positioned over the containers 8462, 346b. In some
instances, the optical-windows may be positioned over the container bodies. The optical
windows tnay provide an indicator of whether a sample has entered the containers. The optical
windows may show how much sample has filled the containers. This may be useful to assess
whether a sufficient amount of sample has entered the containers. In some instances, it may be
desitable for a particular amount of sample to enter the containers before removing the
containers from finid communication with the channels. A predetermined volume of sample-in
the containers may be desired before removing a base of the device, thereby bringing the
containers out of fluid communication with the channels.

001371  The containets and/or interfaces with the channels may have any characteristic ot
feature, such as those described elsewhere herein. In some instances, & second end ofthe
channel may penetrate a cap of the container, thereby bringing the chamnel into-fluid
communication with the container. In some instances, the channel may be withdrawn from the
container; and the cap of the container may form a fluid-tight seal, thereby permiiting a fluid-
tight environment within the container when the channel is brought out of fluid communication
with the container.

[00138]  One or more engagement assembly may be provided. The engagement assembly
may include a channel holder and/or a force-exerting component, such as a spring or elastic. The
holder may keep the channel affixed to the body. The holder may prevent the channel from
sliding relative to the body. The holder may optionally provide a support upon which a-force-
exerling component, such as a spring, may rest,

[00139]  In one example, the engagement assemblies may include 2 spring which may
exert a foree so that the body is at its extended state, when the spring is at its natural state. When
the body is at its exiended state, space may be provided between the containers 8464, 846b and
the bottom portion of the sample body 820. The second ends of the channéls may be ina
posttion where they are not in fluid communication with the interiors of the containers.

(80140] When the body is pressed in, the spring 852 may be compressed (see also Figures

9A-9C). The second ends of the channels may penetrate the caps of the containers. The second

35



WO 2014/145935 PCT/US2014/030792

ends of the channels may-enter the interior of the container. In some instances, a force may be
provided to drive the fluid from the channels into the-containers. For example, a pressure
differential may be generated between the first and second ends of the channels, A positive
pressure.may be provided af the first end §23a, 823b of the channels and/or a negative pressure
may be provided at the second end of the channels. The positive pressure may be positive
relative to the pressure at the second end of the channel, and/or ambient air. The negative
pressure may be negative relative to the pressure at the first énd of the channel and/or ambient
air. In one example, the containers 846a and 846b may each have a vacuum therein. When the
second end of a channel penetrates a container, the negative pressure within the container may
suck the sample into the container, In aliernative embodimenis, the sample may enter the
container driven by capillary forces, gravity, or any other motive force. Optionally; there.may be
single or myltiple combinations of forces to fill-the container with fluid.

001417  Tn some instances, different types of motive forces may be us ed to-draw the
sample into the channel, and from the channel into the container. For example, a capillary force
may draw the sample into a chanel, and a pressure differential may diive the sample from the
channel into the container. Any combinations of motive forces may be used to draw sample into
the channel and into the container.

[a0142] Some time may elapse after a sample has-been introduced to a channel for
traveling along the Iength of the channel. A user may introduce a sample-to the sample
collection device and may-wait for the sample to travel the length of the channel. One or more
optical indicator along the length of the channel may be provided, which may indicate whether
the sample has reached the end of the channel. In other embodiments, the user may wait a
predetermined amount of time before pushing in the body. The body may be pushed in after the
user has determined the sample has traveled a sufficient length of the channel and/or 2 sufficient
amount of time has passed since the sample was introduced. The ‘body may have a flat surface
which may be easy for the'user to push. In some instances, the flat surface may have a cross-
sectional area that may be sufficient for a user’s fingers to press down on the body. After the
body is pushed in, the channels may be bronght into fluid communication with the containers,
and sample may flow from the channel into the containers. An optical indicator may be provided.
so that a wser may know when the contéiners have beea filled.

[00143] Once the containers have been filled, fhey may be transferred to a desired
location, using systems and methods described elsewliere herein. As previously described, the
entire sample collection device may be transferred. In other embodiments, the base portion may

be removable from the rest of the device. Tn one example, the bage may be temoved from the
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sample collection device, and the containers may be transferred along with the base.
Alternatively, the base may be removed from the sample collection device to provide access to
the containers, and the containers may be removed from the device and transmitted

T00144] Referring now to Figures 9A-9C, examples of a sample collection device 900 and
method of use will now be described. In one nonlimiting example, the device. may have & body
920, support 930, and base 940. The body 920, support 930, and base 940 may be movable
1elative to one another. Tn some instances, the various components of the devices may be
movable during diffcrent stages of use. Examples of stages of use may include when the device
is in an extended state, compressed state, and separated state.

[0614s]  Figure 9A shows an example of the device 900 in an extended state. The body
920 may be extended relative 1o the support. Channels 922a, 922b configured to transport a
sample may be -affixed to the body. A first end of a channel may extend cut from the body
and/or the 1est of the sample collection device. A second end of the channe! may be within
and/or encompassed by a portion of the sample collection deviee. The channel may be
fluidically isolated from a respective container housed by the base 940, The support 930 may be
positioned between the body and base. The support may at least partially encompass 2 portion of
the channel. In some instances, the support may encompass the second end of the channel.

[00£46] ‘When in an extended state, the device may have an extended length, The length
of the-device may be from the botfom of the base to the first end of the channels. Altematively,
the length of the device may be measured from the bottom of the base to the top of the body.

[80147] As seen in Figure 94, the device 900 may be in an extended state when the.
sample is introduced to the device. For example, a sample may be contacted by at least-a first
end of a channe!, The sample may be drawn into the channel via capillary action or any other
technique or motive force described herein. The forces.may act alone or.in combination to draw
sample into the device. The device 900. may remain in an extended state while the sample is
traversing the chennel. The sample may fill the entire length of thie channel, a portion of the
length of the channel, or at lcast a minimum portion to meet a desired sample acquisition
volume.

[00148]  Figure 9B shows an example of the device 900 in a compressed state.. The body
920 may be compressed relative to the support. The channels 922a, 922b may be affixed to the
body. The channels may be fluidic communication with their respective containers, When the.
device is brouglt into a compressed state, a first channel may be brought into fluid
communication with an interior of a first container, and a second channel may be brought into

fluid communication with an interior of a second container.

37



WO 2014/145933 PCTH/US2014/030792

[00149)  Byway of nonlimiting example, a user may push the body 920 toward the support
930 (or vice versa) to bring the device into a compressed state. The relative motion between
parts may involve movement.of both pieces. Optionally, movement may involve moving only
one of them. In the present example, the body 920 may be pushed all the way to the support 930
so that no interior portion of the body is exposed and/or a lip of the body contacts the support.
Any stop mechanism-may be used that may be engaged when the device is completely
compressed. Alternatively, the body may only be pariially pushed. For example, a portion of
the initerior portion of the body may be exposed. The suppori may be positioned between the
body and bage. The support may at least partially encompass a portion of the channel. In some
instances, the second end of the channel may extend beyond the support of the device.

[00i50]  When in a compressed state, it should be understood that the device 900 may have
a compressed length, The length of the device 900 may be fiom the bottom of the base to the
first end of the channels. Alternativély, the length of the device may be measured from the
bottom of the base to the top of the body. The compressed length of the device may be léss than
the extended length of the device. In some embodiments, the compressed length of the device
may be at least about 0.1 cm, 0.5 em, 1.0 em, 1.5 em, 2.0 cm, 2.5 cm, 3.0-cm, 3.5 cm, 4.0 cm; or'
5.0 less than the extended length of the device. The compressed length of the device may be less
than or equal to about.50%, 60%, 70%; 75%, 80%, 85%, 90%, 95%, 97% or 99% of the
extended length of the device.

(00151]  One or more engagement assemblics may be provided with thé device 900. The
engagement assembly may include a channel holder 950 and/or a force-exerting coniponent,
such as-a spring 952 ar elastic. The holder 950 may keep the-adaptor channe] 954 affixed to the
support. As will be described elsewhere herein, the adaptor channel 954 may be formed
integrally with the collection channel or may be a discrete element that may be a stand-alone
piece, part of the collection channel, or part of the container. In one embodiment, the holder a50
may prevent the adaptor channel 954 from sliding relative to the support. The holder 950 may
optionally provide a sapport upon which a force-exerting component, such as a spring, may rest.
The force-exerting component, such as a spring may be in a compressed state when the device is
in & compressed state. The spring may exext a force on the body of the device when the device is
in & compressed staie,

100152] The device may be in'a-compressed state when the sample is transferred from the
channels to-the respective containers. Tn some examples, the transfer may occur Via pressure
differential between the channels and the interiors of the containers, when they are brought into

fluidic communication. For example, a second end of the channel may be brought into fluidic
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communication with the interior of the container. The container may have a vacuum and/or
negative pressure therein. The sample may be sucked into the container when the channel is
brought into fluidic communication with the container. The device may remain in a compressed
state while the sample is being transferred to the container. 'The sample may fill the entire
container or a portion of the container. The entirety of the sample (and/or greater. than 90%,
05%, 97%, 98%, 99%, 99.5% or 99.9% of the sample) from the channels may be transferred to
the conlainers, Alternatively, only a portion of the sample from the channels may be fransferred
to the containers.

[69153] Referring now to Figure 9C, an example of a device 900-in a separated state will
now be described. The base 940 may be separated from the rest of the device 900. The body
920 may be extended or conipressed relative to the support 930. In one example, the exiended
state may be the natural state, so that when the force is no longer exerted on the body by the user,
the body may extend back to the extended state. The channels 922a, 922b may be affixed to the
body.

[00154)  When the device 900 is in a separated state, the basé 940 may be separated from
the-support 930 of the device. The channels $22a, 922b may be removed from flunidic
communication with their respective containers 9464, 946b. When the device 900 is brought
into the separated state, a first channel may be brought out of fluid communication with an
interior of a first container, and 2 second channel may be brought out of fluid communication
with an interior of a second container. This may occur sequentially or simultancously. When
the chantiels are removed from the containers, the containers may assume a sealed state to
prevent undesired material from entering the containers. In some embodiments, the containets
‘may be fluid-tight after removal of the channels. -Optionally, the containers may be ges-tight
-after removal of the channels.,

[00155] A user may sepatate the base 940 from the support 930 to bring the device into 4
separated state to remove the.containers therein. In some embodiments, the base may be
separated from the support or vice versa, Separating the base from flie support may expose the
containers 946a, 946b that are supported by the base. The conteiners may be press-fit or
otherwise held within the base. The confaiiers 946a, 946b may be removable from the base. By
way of non-limiting example, removing the containers 946a, 946h allows thent to be placed with
other containers in a climate controlled container for transport to an analysis site,- Optionally, the
containers 946a, 946b may be removed to allow for pre-treatment such as but not limited to
cenirifugation prior to being sent on for processing at an analysis site. Alicrnatively, the

containers 9462, 946b may remain with the bage.
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[08156) Figures 10A-10B provide additional views of a sample collection device 1000 in
aseparated state. When in a separated state, the base 1040 may be separated (partially or
completely) from the support 1030 and/or body .1020 of the devige. This allows for the removal
of the containers 1046a and 1046b through the end of base 1040 previously not externally
cxposed when the device 1000 was not in a separate state.

{08157 ‘When the device is in a separated state, one or more channels 1022a, 1022b may
be fluidically isolated from one or more containers 1046a, 1046b housed by the base 1040, The
containers may be fluidically sealed from their environment, The containers may contain sample
therein, that had been transported through the collection channels, reached a minimum fill level,
and-then substantially fully deposited into the respective containers. The base 1040 may include
one or more optical indicator 1046a, 1046b. The optical indicator may show a portion of the
containers therein such that the device 1000 is not moved info the separate state until 2 minimum
fill level has been reached in the containers. By way of non-limiting.example, the containers
may have an optically iransmissive material that may permit a user to view the sample within the
containers from outside the bage.

[00158] In some embodiments, the base 1040 may encompass at leasta portion of the
containers. The base may have a Hollow interior and walls surrounding the hollow interior. The
base may have one ormore shaped feature that may support-the containers. The containers may
be provided within the hollow interior. The walls may surround the container. The base may
have an-open top though which the containers may be exposed. The containers may or may not

be removed through the open top.

Collection Device with Multiple Collection Channels

[00159]  Referring now fo Figures 11A-11F, a still further embodiment as described herein
will now be described. This embodiment provides a bodily fluid sample collection device 1100
for use in collecting a fluid sample that may be pooled or otherwise formed on a surface, such as
but not limited to the skin or other target area.of a subject. Although this embodiment shows a
device body which defines at least two collection channels of different volumes therein, it should
be understood that devices with fewer or greater numbers of collection channels are not
excluded. Embodiments where the same collection volume is used for one or more the channels
are also not excluded. There may be variations and alternatives to the embodiments described
herein and that no single embodiment should be construed to encormpass the entire invention,

[00160] Figure 11A shows a perspective view of one enbodiment of a bodily fluid sample

collection device 1100 with a distal end 1102 configured to engage a fluid sample on a surface.
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In this embodiment, the distal end 1102 may have a configuration designed 1o better engage a
droplet of pool of bodily fluid or sample formed on a surface. Some embodimeénts, in addition to
a desired shape, may-also have surface treatments at the distal end 1102, such as but not limited
to, chemical treatments, texturing, surface features, or coatings to encourage fluid flow towards
the one or more openings 1104 and 1106 on the distal end 1102 leading to the channels in the
device 1100.

[a0ts1] Asseen in Figure 11A, this embodiment of the sample collection device 1100 has
two.openings 1104 and 1106 for receiving the sample fluid. It should be understood that some
embodiments may have more than two openinps at the distal end. Some embodiments may only
Thave one opening at the distal end. Optionally, some embodiments may have additional
openings along a side or other surfaces leading away from the distal end 1102 of the device
1100. The openings 1104 and 1106 may have any cross-sectional shape. In some non-limiting
examples, the openings may have a circular, elliptical, triangular, quadrilateral (e.g., square,
rectangular, frapezoidal), pentagonal, hexagonal, octagonal; or any other cross-sectional shape.
The cross-scctional shape may rémain the safme or may vary along the fength of the collection
device body. In some instances, the openings may have a cross-sectional area of less than or-
equal to about 2 mm?, 1.5 mm?, 1 mm?, 0.8 mm?, 0.5 mm?, 0,3 mm?, or 0.1 mm? Some
embediments have the opening be {he same shape. Others may use differenit shapes for the one
O more openings.

[06162] The sample fill portion 1120 whick may be the body of the sample collection
device 1100 may be formed from a transparent and/or translucent material that may enable a user
to see if a sample has entered sample collection channel(s) (see Figure 11B)in the sample fill
portion 1120. In some embodiments, the entire sample fill portion 1120 is transparent or
transtucent. Alternatively, some embodiments may only have all areas over the channel or only
select portions of the channel or sample fill portion 1120 be transparent or translucent to allow a
user to visualize the filling of sample into the sample collection device 1100. Optionally, the
sample fill portion is made of an opaque material but has an opening or a window to allow for
visualization of fill level therein. The device 1100 may further include one-or more visualization
windows 1112 and 1114 fo allow a user to see when a desired fill level has been reached. The
visualization window may be formed from a transparent and/or translucent material.
Alternatively, the visnalization window may be an opening without any material therein.
Additional visyalization windows can also be used to determine of all-of the fluid in the

collection channels have been emptied into the containers 1146a and 1146b (see Figure 11B).
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[00163]  Figure 11A also shows that some embodiments of support 1130 may have optical
windows 1132 and 1134 which are-positioned to show fill levels in the containers 1146a.and
1146b to show if the containers in base 1140 have been moved into position to receive sample
fluid. Optionally, the windows 1132 and 1134 may be cutouts that act as guides for-the snap
feature of based in order to define the start and end positions during activation. It should be
understood that the base canbe configured to-hold one or more sample containers. By way of
example and not limitation, the entire base 1140 can be removed from the sample collection
device before or after sample fill. The base 1140 can be used as holder to retain the sample
containers therein during transport, and in such an embodiment, the base 1140 along with the
sample confainers would be loaded into a shipping tray or other holder for transport,
Alternatively, some embodiments may remove the sample confainers. from the baseé 1140 and
then transport the containers without the base 1140 holding them..

[00164] Figure 11B shows z cross-sectional view along section lines B-B of the
embodiment shown in Figure 11C. Figure 11B:shows the channels 1126 dnd 1128 in the portion
1129. The samp!le fill portion 1120 may be formed from two or more pieces which join together
to define the portion 1120. Some may define the channels in one pieceé and then have another
piece which mates to the first piece to define an opposing or top wall surface of the channel. In
terms of manufacturing, this allows one piece to have channels molded or otherwise formed into
the body and the opposing piece will mate to act as a cover for the channels or may also include
portions of the channel too, The channels.1126 and 1128 may be formed only in portion 1120 or
may also extend into support 1130 that has features to connect with the containers held in base or
catrier 1140. Some embodiments may iniegrally form portions 1120 and 1130 together. Suppott
1130 may also be configured to hold adapter channel 1150 which will fluidically connect the
channe%s 1126 and 1128 with their respective containers 1146a and 1146h.

[00165] Although these embodiments herein are described using two channels and two
containers, it should be understood that other numbers of channels and containers are not
gxchided. Some-embodiments may have more channels than containers, wherein some channels
will couple to the same container. Some embodiments may have more containers than channels,
in which case multiple containers may- operably couple to the same channel.

{00166} As seen i Figwe 11B, the channels 1126 and 1128 may be of different sizes.
This allows for different fluid volumes to be collected in each channel before they are
simultaneously transferred into the containers 1146a and 1146b. Optionally, some embodiments
may have the channels 1126 and 1128 sized to contain the same volume of fluid. Tn some

embodiments, the fluid pathway of the channels 1126 and 1128 are shaped and/or angled so that
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openings near the distal end 1102 are closer together than proximal ends, which may be further
apart to align them for entry into the containers 11468 and 1146b. There may be variations and
alternatives fo the embodiments described herein-and that no single embodiment should be
construed 40 encompass the entire invention.

[00167]  Figure 11B also shows that some embodiments may use needles for the adapter
channels 1150 and 1152 in the body 1130 which are in communication with the channels 1126
and 1128. The needles cach has a channel to allow for fluid to pass therethrough fromt the
collection chanmels 1126 and 1128 to the ends-of the needles. As seen in Figure 11B, the
containers 114Ga and 1146b in the base 1140 are slidable relative to the support 1130 as
indicated by arrow 1156, Relative motion between support 1130 and base 1140 can close the
gap 1154. Closing the-gap 1154 brings fhe adapter channels 1150-into the cap 1 148a of the
container 1146a until there is fluid communication between the interior of container 1146a and
the collection channel 1126, At that time, motive force in the form will then move fluid in the
channel 1126 into the container 1146a.

©o168] By way of example and not Jimitation, any combinations of motive forces may be
used to draw sample into the container: Some embodiment may use pull from vacuum in the
containers 1146a to draw sample into the container. Some may use pushing force from external
pressureto move fluid into the container. Some embodimentis mayuse both, Some may-rely on
capillary and/or. gravity. Tn some embodiments, the motive force(s) nsed to draw sample into the
channel is different from motive force(s) used to draw sample into the confainer. In some
alternative embodiments, the motive force(s) may. be the same for each stage. In some
enibodiments, the motive force(s) are applied sequentially or at defined time periods. By way of
non-limiting example, motive force(s) to draw sample into the container is not applied until the
at least one channel has reach a minimum fill level.. Optionally, motive force(s}) to draw sample
into the container is not appliedﬁntil the at-least two channels have each reach a minimum fill
level for that channel. Optionally, motive force(s) to draw sample into the container i not
applied until all chanuels have each reach a minimum fill level for that channel. In some
embodiments, the motive force(s) are applied simultaneously. This features recited may be
applicable to any of the embodiments hercin.

06169  Referring now to Figure 11E, an enlarged cross-sectional view of the device 1100
{sshown. Tliis embodiment shows that the support 1130 has a lip portion 1136 sized to extend
over the adapter channels 1150 and 1152 in an amount sufficient to prevent a user from inserting

a finger into the pap 1154 and piercing the finger on one of the needle.
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[or70]  Additionatly, as shown in Figures 11B and 11E, the present embodiment has at
feast two channels in the sample collection device 1100, This allows for each of the channels
1128 and 1126 to each introduce a different material into the sample. By way of non-limiting
example, if the sample is whole blood, one channel can introduce heparin into the blood while
another channel introduces ethylenediaminetetraacetic acid (EDTA). Not.only do these anti-
coagulants prevent premature-clogging of the channels during fill, but also introduce anti-
coagulant into the whole blood in preparation for transport in the containers 1146a-and 1146b.
Optionally, the channel(s) may also be plasma coated in addition to or in place of the enti-
coagulants. The plasma coating cari reduce the flow resistance of the body fluid sample in the
channels. Such a coating .can be applied in patterns such as but not limited to strips, rings, or
other-patterns along with any other co ating(s) to be used in the chiannels.

[00171] Optionally, there is sufficient quantity of anti-coagulant in the respective channel
such that the sample fluid will contain a desired level of anti-coagulant in the sample fluid after
only asingle pass of the flnid through the channel. In traditional bloed vials, the blood sample
docs not contain anti-coagulant until it enters the vial and once in the vial, the technician
typically repeatedly filts, shakes, and/or agitates the vial to enable mixing of anti-coagulant in the
vials. In the present embodiment, the sample fluid will contain anti-coagulant prior to entering
the sample. container and it will do so without having to repeatedly tilt or agitate the sample
collection device. In the embodiment herein, a single pass provides enough time and sufficient
conceniration of additive such as anti-coagulant into the sample fluid. In one embodiment, an
EDTA channel has a volume of 54uL coated by 200 mg/mL EDTA; a channel for Heparin has a
volume of about 22uL coated by 250 units/mL Heparin. In another embodiment, the EDTA
channel has 2 volume. of 70uL coated by 300 mg/ml. EDTA; the channel for Heparin has a
volume of about 30uL and is coated by 250 units/mL, Heparin. By way of non—limiting example,
a channel of volume from 50 to 70 uL can be coated by EDTA in the range from about 200 to
300 mg/mL EDTA. Optionally, 2 channel of volume from 70 to 100 uL can be coated by EDTA
in the range from about 300 to 450 mg/ml. EDTA. Optionall_y, a channel of volume from 20 to
30 uL can be coated by Heparin in the range from 250 units/mL Heparin. By way of example,
the material may be solution coated onto the target surface for Jess than 1 hour and then dried
overnight, There may be variations and alternatives to the embodiments described herein and
thitt no single embodiment should be construed to encompass the entire invention.

[00172]  Referring now to Figure 11G, a still further embodiment will now be described.
The embodimetit of Figure 11G shows that at a distal end 1202 of the sample collection device

1200, instead of having one opening 1204 for each of the channels, the sample collection device
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1200 merges two or more of the channels into a sinple channel. The embodiment of Figurel1G
shows that there is common channel portion prior to the split of the common channel inio to a
plurality of separate channels. As will be described below in Figure 111, optionally, there may
be back flow preventer such as but not limited to a vent positioned along the separate channel to
reduce the possibility of drawing sample from one channel into another channél during filling
and/or extraction of sample from the channels into the sample container(s).

[001731  As seen in Figure 111, this use of common flow paths can result in a reduced.
mumber of openings on the exterior of the sample collection device 1200, which may make it
align the opening 1204 to engage the bodily fluid sample. Tt may also increase the capillary
force for drawing bodily fluid sample into the sample collection device 1200 by having more-
capillariés pulling on the same channel where the bodily fluid sample enters the collection
deviee.

00174 Referring now to Figure 111, a cross-sectional view of select components of a
sample cotlection-dévice will now be described. Figure 111 shows that the sample collection
device can have two channels 1182 and 1184 that have a common portion 1186 leading towards
an jnlet opening on the device. In some embodiments, the common portion 1186 is a
continuation of one of the channels 1182-or 1184 in terins of size, shape, and/or orientation.
Optionaily, the common portion 1186 is not of the same size, shape, and/or orientation of any of
the channels 1182, 1184, or any other channel that may be in fluid communication with the
common portion 1186, Figure 111 shows that in one non-limifing example, there may be a step
at the interface: 1188 between the channel 1182-and 1184. This interface 1138 may be
configured to ensure flow into both of the channels so-that they will both reach a full fill. In one
embodiment, the interface 1188 has a size greater than the cheoncl 1182 leading away from the
intetface 1188. Although other sizes are not excluded, this interface 1188 of greater size may
ensure that sufficient flow will enter the channel 1182, which in the present emb odiment, has 2
smaller diameter and reduced volume relative to the channel 1184. There may be variations and
alternatives to the embodiments described herein and that no single embodiment should be
construed 10 encompass the entire itivention.

[80175] Figure 11T also shows {hat there may be vents 1190 and 1192 that can be uséd te
prevent cross-flow between channels, particularly when sample is being transferred into the
sample containers, In one embodiment, the vents 1190 and 1192 are-open atall times. In
another embodiment, the vents 1190 and 1192 may be open only at select times, such-ag but not.
limited to after the channels 1182 and 1184 are filled or substantially filied. Some embodiments

may usc a dissolvable material the plugs the vents 1 190 and 1192 until they are in contact with
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sample fluid. Optionally, some embodiments may use a slidable covers one or more of the vents
1190 and 1192 such that they are only opened at times selected by the user. In one embodiment,
the covers are linkedto the sample containers such that movement of the sample containers to
move into fluid communication with the channels will also open one or more vents 1190 and
1192 1o reduce the sk of cross-flow between channels. Optionally, other anti-crossflow
mechanisms such as but not limited to valves, gates, or plugs.can also be used to prevent fluid
transfer between channels 1190 and 1192.

(0B176] Figure 111 also shows that there may be anti-leakage devices 1194 positioned
over the adapters 1150 and 1152, Tn this embodiment, the anti-leakage devices 11 é4_are frits
which may be slidably moved from a first position where they prevent sample from leaking out
from the adapters 1150 and 1152 fo a second position wherein they allow the édapters to.deliver
fluid into the sample containers. In one noi-limiting example, the anti-leakage devices 1194 will
slide when they are engaged by the sample containers or the housing that holds the sample
containers. The movement of the sample containers or the housing in this non-limiting example
shows that the movement of those élements will also cause movement of the anti-leakage
devices 1194.

081771  Referring now Figure 115, yet another embodiment of a sample collection device
1160 will now be described. This embodiment of the sample collection device 1160 shows that
the device 1160 hag a sample eniry location 1204 that leads to a plurality of channels 1162 and
1164 in the device 1160. Although Figare 11T show thai the channels 1162 and 1164 may have
different shapes and/or sizes, some embodiments may be confipured to have the same volumes
and/or shapes. It should also be understood that the sample enfry location 1204 can be on the
surface of the device 1160, or optionally, it can be part of a tip, nozzle, stub, or other protrusion
that extends from the body of the device 1160. This protrusion may be in the same plane and
aligned parallel with the body of the device or optionally, it may be angled so that the axis of the
protrusion intersects the plane. of the device 1160.

[00178] Figure 117 further shows that for some embodiments, there may be-sample flow
features 1166 and 1168 to draw or otherwise preferentiaily direct sample in 2 desired direction.
Tn some embodiments, the feafures 1166 and 1168 are guides that operate to decrease channel
dimension in at least one axis, such as but not limited to width or height, and thus increase
capillary action through those areas of reduced dimension. It one non-limiting example, these
flow features 1166 and 1168 can assist fluid flow through the channel areas positioned near the
anti-crossflow features 1170 during sample entry into the channels. ln one embodiment, the

flow features 1166 and 1168 are sized so as to preferentially improve flow in the inbound
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direction when flow is drawn primatily by capillary action. Outbound flow, in one scenario, is
not based on capiflary force but on vacunm pulling force (such as from an adjacent channe(), and
thege flow features 1166 and 1168 of the present embodiment are hot configured to provide
assistance under those vacuum, non-capillary flow conditions. Tlius, some but not all
embodiments of flow features 1166 and 1168 are configured to assist under at Jeast one type of
flow condition but not certain other flow condition(g). -Optionally, some embodiments may use
other techniques alone or in combination with the guides, such as but not limited fo, shaped
features, hydrophobic material(s), hydrophilic material(s), or other techniques to push/pull
samples towards a desired location,

[00t79]  Figure 117 also shows that in the one or more embodiments herein, there may be
angled side wall features 1167 that conically or otherwise narrow the cross-sectional area of the
channel in a2 manner that funnels sample.to minimize the amount of sample that may be retained
in the channel and not collected. Figure 117 also shows that there may be locating feature(s)
1169 1o facilitate joining of parts together in a define location and orientation during
manufacturing.

{00180] Figure 11K shows a side view of this embodiment of the sample. collection device
1160, The side view of the device 1160 shows that there are embodifments where there are one
or more anti-crossflow featutes 1170.such as but not limited to vents to- minimize wdesired
crossflow of sample between the channels 1162 and 1164, particularly once a desired fill level
has been reached in the respective channels, The anti-crossflow features 1170 and. 1172 can
prevent crossflow due to the break in fluid pathway created by the vents. The crossflow issue
presents itself most commonly when the containers in the holder 1140 are-engaged and provide
an additional motive force to pull the sample from the channels into the containers. This
“pulling” ¢ffect may inadvertently draw sample from one channel to an adjacent channel. To
minimize crossflow, forces associated with pulling sample from the channel into the container
‘will pull from the vent and not fluid in an adjacent channel, thus minimizing undesired
comingling of sample.

10018i]  Figure 11K also shows that in some embodiments herein, there may be common
portions 1130 and 1140 which can be adapted for use with different sample fill portions 1120
Some may use different capillary fill portions 1120. Some embodiments may use fill portions
that use different types of capture techniques, such as but not limited 10, samples acquired from
venous draws, arterial draws, or other sample drawn from an Intevior location or target site of the
subject.
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001821  Referring now to Figure 11L, one embodiment of the sample flow features 1166
and 1168 are shown. This cross-sectional view of sample.collection portion with the channels
1162 and 1164 and the sample flow features 1166 and 1168 near the common inlet pathway
1165 showsthat the features are desired in one embodiment near where the sample is entering
the channels. Figure 11L also shows, for-channels of different volumes, it can be desirable fo
position the inlet 1165 closer to the channel 1164 that has the larger volume; as seen by the
asymmetric location of inlet 1165. It can also be seen that in some embodiments, location(s) of
thie sample flow features 1166 and 1168 can also be selected to control filling rate, filling
volume, or the like in the sample-collection device 1160. It should be understood that one or
more of features described can be adapted for use with other embodiments herein.

100183] Referring now to Figure 11M, channels 1162 and 1164 with sample anti-
crossflow features are shown. In one embodirhent, the sample anti-crossflow features are vents
1170 and 1172 located on at least one surface of the channels 1162 and 1164. In one nonlimiting
example, these sample anti-crossflow featurcs are located near any sample flow features 1166
and 1168 in the device. In one embodiment, these anti-crossflow features are configured to
prevent flow between channels. These anti-crossflow features can be locatéd near the maximurm
{ill locations of cach of the channels such that as the channel is at or near its maximum sample
capacity, the anti-crossflow features 1170 and 1172 are positioned to proverit overfilled sample
from causing sample that has been treated in one channel from entering another channel and
undesirably mixing samples from two channels together.

[00x84]  Figure [ 1N shows a perspective view of the sample collection device 1160 with
sample fill indicators 1112 and 1114. In one embodiment, these indicators 1112 and 1114 are,
openings or transparent portions of the device 1160 that allows for observation of at least one
portion of the channel{s) 1162 or 1164. When sample is visible in at least one of the indicators
1112 and 1114, it provides a cue to the user to then take another action such as but not limited to
engaging the sample containers in the holder 1140. In some embodiments, there is only one
sample fill indicator which is a proxy for sufficient fill of sample in two or more of the channels.
In some embodiments, the action to engage the sample containers is only taken when indicated
by indicators 1112 and 1114, In some embodiments, the-action to engage the sample containers
is only taken when indicated by only one of the indicators.

00185]  Referring now to Figures 110, 1P, and 11Q,.cross-section at various locations
along one embodiment ofthe device 1160 in Figure 11 are shown. -Figure 110 shows a cross-

section showing the sample flow features 1166 and 1168. The anti-crossflow features 1170 and
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1172 are also shown. Engagement features 1174 can also be provided to enable mating of pieces
together to form the device 1160,

00186]  Figure 11P shows that the adapter channels 1150 and, 1152 are positioned to
extend into or at least be in fluid communication with the sample channels 1162 and 1164
Optionally, some embodiments may have multi-lumen adapter channels 1150 or 1152,
Optionally, some embodiments may have multiple adapter channels per sample channel, wherein
such additional channels may be parallel 10, angled, wrapped, or otherwise oriented refatively to
-each other,

001877  Figure 11Q shows that in some embodiments, the container holder 1140°can be
shaped asymmetrically (in the cross-sectional plane) or otherwise shaped to enable only one
orientation that the holder 1140 can bé received in the device 1160. This can be particujarly
desirable-when itis.desired to direct sample from a certain channel into & selected container. If"
the holder 1140 can be inserted in various orientations, the sample from one channel may end up
in the wrong container. Optionally, other features such as alignment features, slots, visual cues,
texture cues, and/or the like may be used to encourage a preferred orientation of sample

coniainers in the device:

Integrated Tissue Penetrating Member

[00188] Referfing now to Figure 11R, yet another embodiment of a sample coilection
device will now be described. This sample collection device 1210 comprises features similar to
that shown in Figure 11G, except that it further includes a tissue penetrating member 1212 that is
mounted to the sample collection device 1210. An actuation mechanism 1214 such as but not
limifed 1o 2 spring actuator can be used to launch the tissue penetrating member. Figure 11R.
shows the actuation mechanism 1214 in a resting state and that it can bea spring that can be
compressed 10 launch a tissue penetrating member 1212 towards target tissue: The tissue
penetrating member 1212 can be housed inside a housing 1216 (shown in phantom). In one
embodiment, the housing 1216 comprises a porfion that can be peeled back, pierced, released or
otherwise opened to allow the tissue penetrating member 1212 to exit the housing but also
maintain sterility of the tissue penetrating member 1212 prior to ifs use. In seme embodiments,
the portion may be a foil, a cap, a polymer layer, or the like. There may be variations and
alternatives to the embodiments described herein and that no single embodiment shoyld be
construed fo-encompass the entire invention.

100189] Tn one.embodiment, the tissue penetrating member 1212 path-can be contrelled

along both the “normal” (i.c,, forward direction of the tissue penetrating member) and
g p
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“orthogonal” (i.e., perpendicular to main motion vector) of the trajectory. Some embodiments
may have riot have a hard stop or bang stop at the deepest point of penetration {i.¢., return point),
which is the main cause for spontaneous pain. Some embodiments may-use & cushion, a.cam
pathway, or other non-hardstop mechanism to prevent pain associated with the shockwave of a
sudden stop. Such a shockwave is detrimental even if the tissue penetrating member
successfully avoids hitting nerves near the wound location as the shockwave can activate such
nerves even if direct contact was avoided. Optionally, some embodiments may have the tissue
penetrating member follow a non-jitter path, to prevent a rough wound channel (résidual pain).
This may be achicved in some embodiments through tighter tolerance in any guide pathway vsed
with tissue penetraling member or a pin associated with the tissue penetrating member, This
may be a non-jitter path when penefrating the tissue. Optionally, this may be a non-jitter path for
the tissue penctrating member both outside the tissue and when it is inside the tissue. This can
reduce overall motion “wobble” of the tissue penetrating merber that may cause residual pain,
long-lasting trauma, and scarring.

(00150} Some embodiments may have a controlled outbound speed to prevent slow and
delayed wound closure and after bleeding. By way of nontimiting example, the controlled
outbonnd speed of the tissue penetrating member can be controlled by mechanical mechanisms
such as but not limited cams or higher friction materials.

[00191] Some embodiments may also include anti-bouncing mechanisms to prevent
unintended re-lancings that can be associated with an uncontrolled tissue penetrating ‘member
that rebounds into the tissue afier initial wound creation.. Some embodiments herein may have
“parking” mechanisms or lock-oul mechanisms that will engage the tissue penetrating member
or its attachments to prevent re-eniry of the tissue penetrating member once it has retracted out
of the tissue o1 some other desired distance.

[60192] The sbraptness with which the lancet comes to & stop in the skin at-maximun
depth, before it starts its outbound motion and returning to its starting position, is an inherent
issue of this design. Withi the lancet at its deepest point of penetration, the greatest amount of
force is applied to the skin. The drive mechanism simply bounces off the end of the device like a
ball bounces back from the floor. The lancet, coming to an abript stop at the end point of its
inbound motion, sends a shockwave into the skin, causing many pain receptors in the vicinity of
the lancet 1 fire, even though they are not directly struck. This amplifies spontaneous pain
substantially.

[0D193] As mentioned, instead of simple s_pring:actuated tissue penetrating members,

some embodiments may use mechanical camactuation. Devices with cam-actuation design can
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minimize “hard stopping” of the tissue penetrating member, A cam mechanism is usually spring
driven and generally offers a better guided actuation. The trajectory of the tissue penetrating
member is tightly controlled through a guided path of the tissue penetrating member holder via a
pin riding in a cam. The cam mechanism allows for a predetermined speed profile with a softer
return and distinct speed conirol for the tissue penetrating member outbound trajectory. This
mechanism also effectively avoids a bounice back of the lancet into the skin when the mechanism
teaches its motion end point. In addition, the mecharical oscillation (or jitter/ wobble) of the
lance path in both directions is reduced when fired in air. Some embodiments herein may also
minimize any mechanical wobble of the drive mechanism (e.g., due to uneven or rough cam
slots) to prevent fransfer of such diive mechanism wobble. directly into the tissue because of its
“forced motion profile.”

{o0194]  Optionally, some embodiments may use ¢lectronic actuation through an
electronically conirolled drive mechenism. This technology uses a miniaturized electronic motor
(e.g., voice coil, solenoid) coupled with a very accurate position sensor, moving the tissue
penetrating member into and out of the skin with precisely controiled motion and velocity.
Following rapid entry, the device decelerates the tissug penetrating member to an exact, preset
depth 1o return smoothly, without jitter, and relatively slowly, This allows qnick-wound closure
and avoids long-term trauma, With this device, the force required to peneteate (he lancet into the
skin is controlled while the fissue penetrating member is progressing. The benefitof tightly
controlling the tissue penetrating member actuation “profile” is a reproducible painless lancing
that yields a sufficient and consistent blood sample for testing:

[0195]  Interms of puncture site creation for blood sample extraction, it may be desirable
o elect the appropriate puncture site on one of the patient's fingers (ring or middie) on {heir non-
dominant hand. The puncture sites may beon the sides of the tips of the fingers. In one
-nontimiting example, it may be desirable to'hold the hand warmer strip against the patient's
selected finger for 15 seconds. Optionally, some may watm the patient’s finger(s) from 10 to 60
seconds. Others may warm for longer. The warming will increase blood flow to the target site.
To prepare the target site, it may be desirable to wipe the side tip of the selected finger or surface
of the subject with an alcohol wipe or similar cleaning agent, being sure to wipe the selected
puncture site. Tn.some embodiments, it is desirable to wait until the skin is completely dry.
Typicalty, one does not dry with gauze or blow air on the fingertip to accelerate drying.

196}  After a puncture has been formed, hold the finger downward, below the patient's
waist; in order to allow biood to flow. Massage the finger lightly frofn base to tip until 2 blood

drop has formed. Cerefully fill the ‘blood collection device by touching the tip of the device to
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the bead of bloed on the finger. Make sure the device is completely filled, Once the blood
collection device is filled, press the bleeding area of the finger against the gauze pad on the table.
Transfer the blood sample into the collection containers. Place a bandage over the finger. Place
the containers with the sample into the shipping box inside the refrigerator. Discard all supplies
in the biohazard sharps container. Allsupplies are single-use only.

001971  Ifencugh blood is-not obtained from the first puncture, carefully place the blood
collection device on the table surface, ensuring that the device remains horizontal, Place a '
bandage over the finger that was punctured. Select the appropriate puncture site on a different
finger on the patient's same hand. If the ring finger-was punctured first, choose a new puncture
‘site on the middle finger, and vice versa. Hold the hand warmer strip against the patient's
selected finger for 60 seconds. Optionally, some may warm the patient’s finger(s) from 30 to 90
seconds. This will increase blood flow to the finger. These techniques for blood collection
using a sample collection device such as any of those herein can enable sufficient sample
collection of capillary blood for use in laboratoty testing at Clinical Laboratory Improvement
Amendments (CLIA) certified facility and/or-standards.

[00198]  Referring now io Figure 118, yet another embodiment of a sample collection
device 1220 will now be described. In this embodiment, thetissue penetrating member 1222
may be mounted at an angled relative to the sample collection device 1220. This angled
configuration allows for tissue penetrating member-to create a wound at a location that aligns
with sample acquisition opening(s) 1103 and 1105. Although a standard spring-launched
actuator is shown as the drive mechanism 1224 for the tissue penstrating member 1222, it should
be understood that cam and/or electrical drive systems may-also be used in place of or in
combination with the spring launcher. When the drive mechanism 1224 is a spring, the spring
can be compressed to move the tissue penetrating member 1222 to a launch position and the
released to penetrate into the target tissue, Figure 115 shows the tissue penetrating member
1222 in a resting position. Although the figures show a spring for the drive mechanism 1224, it
should be understood that other drive mechanism suitable for use in launching a tissue:
penetrating member to create & healable wound on a. subject are not excluded. There may be
variations and alternatives to the embodiments described herein and that no single embodiment
should be construed to encompass the entire invention.

[00199] A housing 1226, similar to that described for hionsing 1216, may be formed
around the tissue penetrating member 1222. Altliough Figure 11S shows two tissue penetrating
members 1222 mounted on the sample collection device, it should be understood that devices

with mote or fewer tissue penetrating members are not exclided. For example, some
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embodiments may have only one tissue penetrating member 1222 mounted to the sample
collection device 1220, There may be variations and alternatives to the embodiments described
herein and that no single embodiment should be construed to encompass the entire invention.

[10260] Referring now to Figure 11T, another embodiment of a sample coliection device
1230 will now be described. This embodiment shows that the tissue penetrating member 1232 is
contained within the sample collection device 1230 and as seen in Figure 11T, it is actually co-
axially aligned with the central axis of the sample collection device. This positions the tissue
penetrating member 1232 to extend outward from the sample collection device 1230 at a location
close to where openings 1103 and 1105 are positioned on the sample collection device 1230, Of
coutse, devices having more ot fewer openings are not excluded and the embodiment of Figure
11T is exemplary and non-limiting. Figure 11T shows that in one embodiment of the sample
collection device, & firing button 1234 may be mounted on the sample collection device 1230,
Optionally, some embodiments may have the shaped front end 1236 function as the actuation
button, wherein upon pressing the tissué against the frontend 1236to a certain depth and/or
certain pressure, the tissue penetrating member will be. actuated.

[00264] Once fired, the tissue perietrating member 1232 moves as indicated by arrow
1233. TIn some embodiments, the tissue penetratin‘g'member 1232 is fully contained inside the
sample collection device 1230 prior to actuation, Some embodiments may have a visuel
indicator 1235 on the device 1230 to help guide the user on where the tissue penetrating member
1232 will exit the device and where approximately the wound will be formed.

[00202] In this ron-limiting example, the entire device 1230 may be in a sterile pouch or
package that is only opened before the device 1230 is used. In this manner, sterile conditions are
maintained for the tissue penetrating member and the collection device prior to use. This
external sterile pouch or package is also applicable to any of the other embodiments herein.
Figure 111.also shows that a shaped.front end 1236 (shown in phantom) that can be integrally
formed or separately attached to the samplecollection device 1230. This shaped front end 1236
can provide suction to' draw sample fluid into the sample collection device 1230. Optionally, the
shaped front end 1236 can be wsed to strotch the target tissue and/or force it into the shaped front
énd-to apply pressure to increase sample fluid yield from wound formed by the tissue penectrating
member 1232. Tt should be understood that any of the embodiments herein can be adapted to
have a shaped front end 1236.  Optionally, the shaped front end may have select hydrophobic
area(s) to direct sample fluid to towards one or more collection areas on the. front end.
Optionally, the shaped front end may have select iy drophilic area(s) to direct sample fluid to

towards one or more collection areas on the front end.
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[00203] Referring now to Figure 11U, yet another embodiment of a sample collection
device will now be described. This embodiment is similar to that of Figure 11T except that,
instead of single tissue penetrating member such as a lancet, the embodiment of Figure 11T uses
a plurality of ti$sue penetrating members 1242. In one embodiment, these tissue penetrating
members are microneedles 1242 that are of reduced diameter as compared to traditional lancets,
A pluiality of microneedles 1242 can be simultaneously actuated for device 1240 and create
multiple wonnd sites on the tissue. The spacing of the microneedles 1242 can result in more
capillary loops being picrced and more channels being available for blood to reach the tissue
surface. This also allows for a more “square” penetration profile as compared to a lancet which
has a pointed tip and a tapered profile. This may enable the microneedles 1242 to engage more
capillary loops over a larger area without penetrating too deep into decper tissue layers that are
more densely populated with nerve endings.

{60204] Referring now to Figures 11V and T1W, a still further embodiment of a sample
collection device will now be described. In the embodiment shown in these figures, the sample
collection device 1100 may be mounted angled to a dedicated wound creation device 1250 that
has a tissue penetiating meinber 1252 configured to extend ouiward from the dévice 1250. The
sample collection device 1100, which may optionally be configured to have a shaped front end
1236 (with or without an opening to accommodate the tissue penetrating member 1252), can be
removably mounted to the wound creation device 1250. Optionally, the sample collection
device 1100 may be flat mounted to the device 1250. Optionally, there may be a shaped cut-out
on device 1250 for press-fit holding fhe sample collection device 1100. It should be understood
that other techniques for removably mounting the-sample collection device 1100 are not
excluded. This de-coupling of the collection device and the wound creation device allows for the
use of a more sophisticated, possible non-disposable wound creation device 1250 that can creatg
a more controlled, reduced-pain wound creation experience.

0205]  Figure 11W shows that the sample collection device 1100 can be aligned to be:
more ot less horizontal 10 be neutral with regards to gravity effects on the sample collection.
Other mounting configurations of device 1100 to would creation device 1250 are not excluded,

109206] Referring now to Figures [1X to 117, still further embodiments of various sample
collection devices will now be described. Figure 11X shows a sample collection device 1240
where a shaped front end 1236 may be used with the device 1240. This shaped front end 123 61is
similar to that previously deseribed. A vacuum source 1270 can be used to assist in drawing
bodily fluid sample into the device 1240. The vacuum source 1270 may be linked to the body of
device 1240 and/or to the shaped front end 1236, 1t should be understood that any of the
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embodiments described in this disclosure can be adapted for use with a sample acquisition assist
device such as buf not limited to & vacuum source 1270.

[0p2071  Figure 11Y shows yet another embodiment of a sample collection device, This
embodiment uses a pipette system having a tip 1280 for collecting sample fluid. The tip may
include a coaxiaily mounted tissue penetrating member 1282, Optionally; a side mount or
angled tissue penetrating member 1284 is shown to create the wound at the farget site. The
pipetie system :with tip 1280 can apply vacuum to pull sample fluid from the subject. Optionally,
4 shaped front end 1236 may be used with the tip 1280 to assist in skin streiching or tissue
reshaping at the target site.

00208y  Figure 117 shows that some embodiments may use a diaphragm 1291 linked
actuation mechanism to create a vacuum for drawing blood sample. This linkage allows for the
diaphragm to create a vacuum on the return stroke of the tissue penetratinig member 1292 from
the target site. In one embodiment, the tissue penetrating members 1292 are microneedles. The
actuation of the tissue penetrating members as indicated by arrows 1294 launches the tissue
penetrating members 1292 and on the retutn path, creates the vacuum due to the motion of the
diaphragm linked to fhie:motion of the tissue penetrating member 1292. One or more containers
1296 can be coupled-to hold fluid collected by the device 1290. Some embodiments may have
only one container 1296, Some emibodiments may have one sei of containers 1296. Some
embodiments may have multiple sets of containers 1296. Some embodiments mey be mounted
externally on device 1290. Some embodiments may be mounted iiiternally in device 1290.
There may be variations and alternatives to the embodiments described herein and that no single

embodiment should be construed to encompass the entire inventiof.

Vertical Qutflow Restrictors

[60209] Figure 11R also more clearly shows that there are sleeves 1156 around the adapter
1150 and 1152 Although only shown in Figures 11A-11F, it should be understood that sleeves
with or without venis may be configured for use with any of the embodiments contemplated
‘herein. As seen in the embodiment of Figure 11E, the channels may be defined by needles.
These sleeves 1156 prevent premature flow of fluid sample out from the adapter channels 1150
and 1152 before the containers 1146a and 1146b engage the necdles. Because of the low
volumes of sample fluid being acquired, preventing premature flow reduces the amount of fluid
loss associated with transfer of fluid from the channelsto the containers. In one embodiment,
the sleeves 1156 can minimize that fluid loss by providing a sleeve that is liquid tight, but not air

tight. If the sleeve were airfight; it may prevent the ¢apillary action of the channels from
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working properly. Optionally, some embodiments may locate vents near the base of the needle,
away from the tip, such that the sleeve can contain the sample at locations away from the vents.

100210]  Figure 11F shows that in an exemplary embodiment, the sleeve: 1156 is
configured 1o have an opexing 1158 through the sleeve. This provides an improved embodiment
over traditional sleeves which are typically loosely fitted over a needle. Because of the loosefit,
in traditional sleeves, there is sleeve space in the tip and in side wall space between the needle:
and the sleeve within which fluid sample can accumulate. Although a slecve of this design can
help prevent greater loss of fluid by restricting the loss to a defined amount as compared o a
needle without a sleeve which can lose fluid continuously, the fluid accumulating in the sleeve
area along the tip and side-wall is still lost and not collected by the containers 1146a or 1146b.
The sleeve 1156 may also include 2 narrowed area 1176 to facilitate engagement of the sleeve
against the device providing fluid communication with the channels 1126.and 1128, such as but
not litited to the needle, probe, tube, channel, or other adapter channel 1150..

[00211] In the embodiment of Figure 11F, the opening 1158 is sized based on calculations
which are sufficient to withstand fluid pressure associated with the flow from the capillary action
of the channels in sample fill portion 1120. This forces allows the opening 1158 to be there to
vent air from the channel but also prevent fhud from exiting the sleeve until the containers 1146a
and 1146b are pushed to engage the adapter channels 1150 and 1152, Because of the vent effect
created by the opening 1158, the side wall and other areas of the sleeve can be made to much
more tightly engage the needle than in traditional sleeves. This reduces the gap space between
the needle and the sleeve and thus minimizes the amount of fluid that can be lost as compared to
sleeves without a vent hole which-have a much greater gap space due 0 the looseness ol the fit.
Additionally, the opening 1158 can also be sized such once-fluid reaches the opening, that it
provides enough resistance so that flow out from the channel or needle is also stopped so that
here is minimal fluid loss in any gap between the sleeve and the needle tip.

00212]  The calculations for sizing the opening are as shown in Figure 12. The desire is
to balance the forces such that there is sufficient leak-prevention force associated with the
hydrophobic material defining the vent to contain outflow of sample fluid outside of the slesve.
In Figure 12, the side walls of the sleeve 1156 may be in direct contact with thie needle or in
some embodiments, there may bea gap along the sidewall with the sleeve. In one embodiment,
the sléeve 1156 comprises a hydrophobic material such as but not limited to thermoplastic
elastomer (TPE), butyl rubber, silicone, or other hydrophobic material. Tn one embodiment, the
thickness of the sleeve will alse determine the length of the side walls of the opening or vent
1158 in the sleeve 1156,
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1002131  The opening 1158 may be located at one or more positions along the sleeve 1156.
Some may have it as shown in Figure 12. Alternatively, some embodiments may have the
opening 1158 on a side wall of the sleeve. Other locations are not.excluded. Optionally, the
sleeve 1156 may have multiple openings through the sleeve, but configured such that fluid does
not exit from {lie sleeve and resistance from the openings is sufficient to prevent additional
outflow fromthe channel until the containers 1146a or 1146b are engaged and in fluid
commumnication with the channels.

[00214] With regards to how the device 1100 is used to collect.a sample, in.one technique,
the sample coliection device 1100 is held to engage the target bodily fluid and is held in place
until a desired fill level is reached. During this time, the device 1100 may be held horizontally to
minimize gravitational force that would need to be overcome if the device 1100 were Theld imore
vertically. After a fill level is reached, the device 1100 may either be disengaged from the target
£lnid and then containers 1146a and 1146b engaged to draw collected fluid into the containers.
Optionally, the device 1100 may be left in contact with the target fluid and the containers
cngaged into fluid contact with the channels so that the {ill will draw fluid in {he channel and
perhaps also any additional sample fluid that remains at the target site. This mey ensure that
enongh bodily fluid is drawn into the containers.

06215]  After filling the containers 1146a and 1146b, they may be prepared for shipment.
Optionally, they may be sent for pre-treatment before being shipped. Some embodiments of the
containers 1146a and 1146b include a material in the contaiiter of a density such that after a pre-
{reatment such as centrifugation, the material due to its selected density will separate one portion
of the centrifuged sample from another portion of the centrifuged sample in the same container.

00216]  The container 1146a or 1146b may have a vacuum and/or negative pressure
therein. The sample may be drawn into the container when the channel is brought into fluidic
communication with the confainer. Optionally, the container may take the form of a test tube-
like device in the nature of those marketed under the trademark "Vacutainer” by Becton-
Dickinson Company of East Rutherford, NJ. The device may remain in a compressed state with
1he base 1140 closing gap 1154 while the sample is being transferred to the container. The
sample may fill the entire container or a portion of the container. The entirety of the sample.
(and/or grealer than90%, 95%, 97%,.98%, 99%, 99.5% or 99.9% of the sample) from the
channels may be transferred to the containers: Alternatively, only a portion of the sample from
the channels may be transfesred-to the containers.

[002177  Tn one embodiment as described herein, a two-stage filling of the sample fuid

into the sample collection device 1100 allows for 1) metered collection of the saraple fluid to
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ensure thata sufficient amount is obtained i a collection channel that is treated to prevent
premature clotting and then ii) an efficient manner of transferring 4 high percentage of the
sample fluid into the container. This low loss filling of container from pre-fill channels to meter
a minimum amount of sample fluid into the container 1146 provides for multiple advantages,
particularly when dealing with collecting small volumes of sample fluid. Prefilling the channels
to a desired level ensures sufficient volume is present in the container to perform the desired
testing on the sarnple fluid.

(00218]  As described hergin, the entire device including the sample fill portion 1120,
support 1130, and base 1140 are entirely transparent or translhucent to allow for visualization of
the components therein. Optionally, only one of the sample fill portion 1120, support 1130, and
base 1140 are fully transparent or translucent. Optionally, only select porfions of sample fill
portion 1120, support 1130, or base 1140 are transparent or transiucent. ‘The user may then more
accurately determine when to perform various procedures based on progression of sample flvid
filling and engagement of the sample containers to the channels in sample fill portion 1120, Air
bubbles in the collection channel may be visible during filling and if they are seen, a user may
adjust the position of the sample collection device 1100 to better engage the target sample fluid
to minimize air being drawn.into the channels. Tt will also allow the user to know when tg
breakaway or disengage pieces such as the base or conitainer holder 1140 when filling is
completed.

[00219] It should be understood that other methods can be used to prevent outward sample
flow from the adapter channels 1150 and 1152 if the device is held at a non-horizontal angle
such as but not limited to downwardly in a vertical manner. Tn one embodiment, a frit 1194 can
be used with needles with a central bore that are used as the adapier channels 1150 and 1152.
The frits can be in the body of sample collection device or o1 the collection vessels. In some:
embodiments, the fiits comprise of & material such as but not limited to PTFE. Optionally, some
embodinents. may use tape / adhesive over the needles that are functioning as the adapter
channels 1150 and 1152. In one embodiment, the tape and/or adhesive may be used to cover the
needle openings to prevent premature discharge of sample. Optionally, some embodiments may
have adapter chaunels 1150 and 1152 having hydrophobic surface to prevent controlled outflow
from the adapter channel openings leading toward the sample containgrs. In some embodiments,
the adapter channels 1150 and 1152 are needles with hydrophobic material only on the interior
surfaces near an exit. Optionally, the hydrophobic material is only on the exterior needle
surfaces niear an exit. Optiondlly, the hydrophobic material is on interior and exterior needic

surfaces. Optionally, another method of preventing downward flow is increasing the surface
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area of the capillaries by varying the cross-section. By way of non-limiting’ example, some
embodiments may introduce teeth- or finger-like structures within the capillary in order increase
surface are in the cross-section of the capillary. Optionally, some embodiments may include fing
oriented toward and/or against the fluid flow within the capillary in order increase surface are in
the cross-section of the capillary. Tlhiere may be variations and alternatives to the embodiments
described herein and that no single: embodiment should be construed to encompass the entire

invention.

One sample collectot logation to multiple channels

00220  Referring now to Figures 13A-13B, yet another embodiment as described herein
will now be described. Figure 13A shows & top down view of a sample fill portion 1320 witha
single collection location 1322 such as but not limited to a collection well where two channels
1324.and 1326 meet to draw fluid away from the single collection location 1322. Optionally,
some embodiments may use an Y-split channel configuration wherein only a gingle channel iead
away from the collection location 1322 and then splits into channels 1324 and 1326 after having
been a single common channel leading away from the collection location 1322, Members
providing fluid communication to the channels 1324 and 1326, such as but not limited to a
needle, probe, tube, channel, hollow elongate member, or other structure, may be coupled to-one
end of the sample fill portion 1320,

(00221} Figure.13B shows a side-cross-sectional view, wherein the collection location
1322 is shown and in fluidic communication with channel 1326 which is in turn in fluid
communication with an adapter channel 1352 such as but not limited to-a fluid communication
member. Somé embodiments, the fluid communication member may have sufficient stiffness
and a sufficiently penetrating tip to pierce a septum, cap, or other structure of the container.
Some may have the adapter channel 1352, 1150, or the like 6 be a non-coring structure so as not
to leave behind a hole that will not seal in the septum, cap, or other structure.of the container.

[00222]  As seen in Figure 13B, sample fluid may be applied or dropped into the collection
location 1322 as indicated by droplet D. Optionally, some may directly apply or directly contact
the collection location 1322 to apply the sample fluid. Although the embodiments herein are
shown to use only a single collection location 1322, it should beunderstood that other
embodiments whete multiple channels couple to a common satnple collection point ere
envisioned. By way of nonlimiting example, one embodiment of a collection device may have
two collection locations 1322, each with its own set of channels leading away from its respective

collection location. Some embodiments may combine common collection point channéls shown
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in Figures 13 A-B with channels that are separatc such as shown in Figures 11A-11F. Other
combinations of common collection location structure with other structures with separate
channels are not excluded.

[00223) Figure 13B also shows that this embodiment may include one or more tissue
penetrating members 1327 configured to extend outward from the collection location 1322, Tn
one embodiment, this enables the user to place target tissue simultaneously ovet the collection
location 1322 and the wound creation location for fluid sample acquisition. Optionally, a trigger
1323 can be positioned to-launch the tissue penetrating member. Optionally, the tripger is built
into a tissue interface of the device to enable launch of the device when the target tissue is
contacted and/or when sufficient pressuré or contact is in place. This overlap of these two
locations allows for simplified protocol for users to follow for successful sample acquisition.
The tissue penetration member(s) 1327 may be actuated by one or more actuation techniques
such as but not limited to spring actuated, spring/cam actuated, electronically actuated, or single
or multiple combinations of the foregoing. Tt should be understood that other assist methods
such as but not limited to vacuum sources, tissue strefching devices, tissue engagement nose
pieces, or the like may be used alone or in combination with any of the foregoing for improved
sample acquisition.

(80224f  Refeiring now to Figure 13C, a still further embodiment of a sample collection
device will now be described, This embodiment shows a cartridge 1400 with a sample collection
device 1402 inteprated therein, There is a collection location 1322 and one or more sample
openings 1325and 1329 where sample collection at location 1322 can then be accessed such as
but not limited to handling by a pipette tip (not shown). The sample from droplet D will travel
along pathway 1326 as indicated by arrow towards. the openings 1325 and 1329, where the
sample in the opening and any in the pathways 1324 and/or 1326 leading fowards their
respective openings 1325 and 1329 are drawn into the pipette P. As-indicated by arrows near the

pipette P, the pipette P is movable in at least one axis to enable transport of sample fluid to the
desired location(s). In'this embodiment, the cartridge 1400 can have a plurality of holding
containers 1410 for reagents, wash fluids, mixing area, incubation arcas, or the like. Optionally,
some embodimetits of the cartridge- 1400 may not inctude any holding containers or optionaily,
only one or two types of holding containers. Optionally, insome embodiments, the holding
containers may be pipette tips. Optionally, in some embodiments, the holding containers are
pipetie tips that are treated fo contain reagent(s) on the tip surface (typically the interior tip

surface although other surfaces are not excluded). Optionally, some embodiments of the
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cartridge 1400 may include only the sample collection device 1402 without the tissue penefrating
member or vice versa,

(060225] Referring now to Figure 13D, a'side cross-sectional view of the embodiment of
Figure 13C is shown. Optionally, & tissue penetrating member 1327 may be included for use
with creating the wound for the sample fiuid to be collected at location 1322

[©0226]  Figure 14 shows that the sampie fill portion 1320 may be joined with support
1330 and 1340 to form the sample collection device 1300, There may be a visualization window
1312 to sec if sample fluid has reached a desired fill level. A force-exerting component, such as
a spring 1356 or elastic may be included. The channel holder may keep the channel affixed to
the support. In one embodiment, the holder may prevent the channel from sliding relative fo:the
support. Tt may use a press fit, mechanical fastening, adhesive, or other attachment technique to
couple to the channel. The holder may optionally provide a support upor which a force-exerting
component, such as a spring, may 1est.

002277  In oneexample, the engagement assemblies may include a spring 1356 which
may exert a force so that the base 1340 is at an exténded state, when the spring is at its natural
state. When the base is at its extended state, space may be provided betiveen the containers
1346a, 1346b and the engagement assemblies. In some instances, when the base 1340 18 in its
extended state, ihe second ends of the channels may or may not contact the caps of the
containers. The second ends of the fluid communication members 1352 may be in a position
where they are not in fluid communication with the interiors of the containers.

(002281  Bringing the support-1330 and the base 1340 together will bring the channels
1324 and 1326 into fluid communication with the containers 1346a and 13460 when the
‘members 1352 penetrate through the cap:-on the containers and thus draw sample fluid into the
containers 1346a and 1346b.

00229] The container 1346a or 1346b-may have-a vacuum and/or negative pressure
{herein. The sample may be drawn into the container when the channel is brought into fluidic
communication with the container. The device may remain in a compressed state with the base
1340 positioned go that containers are in fluid communication with the channels 1326 and 1328
when the sample fluid is being transferred to the containers. The sample may fill the entire
container or a portion of the container. The entirety of the sample (and/or greater than 90%,
95%, 97%, 98%, 99%, 99.5% or 99.9% of the sample) from the channels may be transferred to

the containers. Alternatively, onlya portion of the sample from the channels may be transferred

to the confainers.
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[00230]  As seen in Figure 15, in one embodiment as describied herein, a two-stage filling
of the sample fluid into-the sample collection device 1300 allows for i) metered collection ofthe
sample fluid to ensure that a sufficient amount is obtained in a.collection channel that is treated
to prevent premature clotiing and then ii) an efficient manner of transferring a high percentage of
the sample fluid into the container, This low loss filling of container from pre-fill channels to
mefer & minimum amount of sample fluid into the container 1346 provides for multiple
advantages, particularly when dealing with collectiig small volumes of sample fluid. Pre-filling
the channels to a desired level ensures sufficient volume is present in the container to perform
the desired testing on the sample fluid.

[00231] Referring now to Figures 16 and 17, still further embodimenis wiﬂ now be
described. Figure 16 shows 2 blood collection device 1300 with a secondary collection area
1324 around the collection location 1322. The secondary collection area 1324 can be used to
direct any overflow, spilled, or mis-directed fluid sample towards the collection location 1322.

[B0232]  Figure 17 further shows that the containers 1346a and 1346b may each have an
identifier associated with the containers 1346a and 1346b. Figure 17 shows that in one
nonlimiting example, the identifier 1600 and 1602 may be at least one-of: a barcode (e.g, 1-D, 2-
D, or3-D), quick response (QR).code, image, shape, word, mumber, alphanumeric string, color,
or any combination thereof, or any type of visual identifier, Others may use identifiers that are
not in the visible spectrum. Others may use RFID tags, RF identifiers, IR: emitting tags, or othei
markers that do not rely on identification through signals sent through the visual spectrum,

mo233]  Identifiers 1600 end 1602 may be used to identify sample and/or types of sample
in 8 sample collection device. There may be one or more identifiers per container. Some. may
also use identifiers on the container holders. Identifiers may identity the sample collection
device, one'or more individual containers within the device, or components of the device. In
some instances, the sample collection device, a portion of the sample collestion device, and/or
the containers may be transported. In one example, the sample collection device, portion of the
sample collection device may be transported via a delivery service, or any other service
described elsewhere herein. The sample may be delivered to perform one or more test on the
sample,

[00234]  The sample identity and/or the identity of the individual who provided the sample
could be tracked. Information assopiated with the individual or individuals (e:g., name, contact
information, social security number, birth date, insurance informsation, billing information,
medical history) and other information of who provided the sample may be included. In some

instances, the type of sample (e.g,, whole blood, plasma, urine, etc.) may be tracked. The types
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of reagents that the sample will have encountered (e.g., anticoagulants, fabels, etc.) could also be
tracked. Additional information about the sample collection, such as-date and/or time of
collection, circumstances under which sample was collected, types of tests to be run on the
sample, insurance information, medical records information, or any other type of information
may be considered.

00235] Identifiers may assist with tracking such. information. The identifiers may be
associated with such information. Such information may be stored off-board the sample
collection device, on-board the sample collection device, or any combination thereof. In some
instances, the information may be stored on one or more external devices, such as servers,
computers, databases, or any other device having & memory.. In some instances, the information
may be stored on a cloud computing infrastructure. One Or more resources that store the
information may be distributed over the cloud. In some instances, a peer-to-peer infrastructure
may be provided. The information may be stored in the identifier itself, or may be associated
with the identifier elsewhere, or any combination thereof,

[00236)  An identifier may provide unique identification, or may provide a high likelihood
of providing unique identification. In some instances, the identifier may have a visible
component. The identifier may be optically detectable. In some instances, the identifier may be
discernible using visible light. In some examples, the identifier may be a barcode (e.g., 1-D, 2-
D, or 3-D), quick response (QR) code, image, shape, word, number, alphanumeric string, colot,
or any combination thereof, or any type of visual identifier,

{00237] In other embodiments, the identifier may be optically detectable via any other sort
of radiation. For exainple, the identifier may be detectable via infrared, ultraviolet, or any other
type of wavelength of the electromagnetic spectrum. The identifier may utilize luminescenice,
such as fluorescence, chemiluminescence, bioluminescence, or any other type of optical
emission. In some instances, the identifier may be a radio transmitter and/or receiver. The
identifier may be a radiofrequency identification (RFID)tag. The identifier may be any type of
wireless transmitter-and/or receiver, The identifier may send one or more elecirical signal. In
some-instances, GPS or other location-related signals may be utilized with the identifier.

[0238] An identifier may include an audio component, or acoustic component. The
identifier may emit a sound that may be discernible to vniquely identify the identified
component.

00239} The identifier may be detectable via an optical detectien device. For example, a

bar code scanner may be capable of readiag the identifier. Tn another example, a cameta (e.g:,
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for still or video images) or other image capture device may be capable of capturing an image of
the identifier and analyzing the image to determine the identification.

[00240]1  Figures 16 and 17 show examples of identifiers provided fot use with a sample
collection device 1300 in accordance with an embodiment described herein. In one example, a
sample collection device may include a base 1340 which may support and/or contain one or
more containers 1346a, 1346b. Sample may be provided to the sample collection device. The
sample may be provided o the sample collection device. vid an inlet 1322, The sample may
travel to one or more containers 1346a, 1346b within the device.

002413 One or more identifier 1600, 1602 may be provided on the sample collection
device. In some embodiments, identifiers may be positioned.on 2 base 1340 of the sample
collection device. The identifiers may be-positioned on a bottom surface of the base, side
surface of the base, or any other portion of the base. In one example, the base may have a flat
bottom surface. The identifiers may be on the flat bottom sutface of the base. One ormore
indentation may be provided in the base. The identifier may be located within the indentation,
The indentations may be on the bottom or side surface of the base. In some embodiments, the
base may include one or more protrusion. The identifier may be located on the protrnsion. In
some instances, the identifiers may be provided on an exterior surface of the base. The
identifiers may aliernatively be positioned on an interior surface of the base, The identifiers may
be detected from outside the sample collection device.

[00242]  Insome embodiments, the identifiers may be provided on the containers 1346a,
1346b. The identifiers may be on an exterior surface of the containers or an interior surface. of
the containers. The identifiers may be detectable from outside the containers. In some
embodiments, the identifiers may be-provided on a bottom surface of the containers.

[00243]  1In one example, the base may inclnde an optically transmissive portion. The
opticaily transmissive portion may be on a bottom of the base or a side of the base. For example,
a transparent or transhucent-window may be provided. In another example, the optically
transmissive portion inay be a hole without requiring a window. The optically transmissive
portion may permit a portion inside the base to be visible. The identifiers may be provided on an
exterior surface of the base on the optically transmissive portion, an interior surface of the base
but may be visible through the optically transmissive portion, or on an exterior or interior surface
of the contairier but may be visible through the optically transmissive portion. In some instances,
the identifier may be provided on an interior surface of the container, bui the container may be
optically transmissive so that the identifier is viewable through the container and/or optically

transmissive portion.
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[00244]  The identifier may be a QR code or other optical identifier that may be optically
visible from outside the sample-collection device. A QR code may be visible through an optical
window of hole at the bottom of the base of the sample collection device. The QR code may be
provided on the sample collection device base or on a portion of the container visible through the
base. Animage capturing device, such as a camera or scanner may be provided externally to the
sample collection device, and may be capable of reading the QR code.

002451 A single or a phrality of QR codes or other identifiérs may be provided on a.
sample collection device. In some instances, each container may have at least one identifier,
such as a QR code associated with it. In one example, at least one window may be provided ina
base per container, and each window may permit a user to view a QR code or other identifier,
For example, two containers 1346a, 1346b may be housed within a base 1340, each of which has
an associated identifier 1600, 1602 discernible from outside the sample collection device.

[00246) The base 1340 may be separable from the support 1330-or other portions of the
sample collection device. The identifier(s) may be separated from the rest of the sample
collection device along with the base.

002477  In some embodiments, the identifiers may be provided with containers housed by
the base. Separating the base from the resi of the sample collection device may cause the
containers to'be separated from the rest of the sample collectiondevice. The containers may
remain within. the base or may be removed fiom the base. The'identifiers may remain with the
containers even if they are removed from the bage. Alternatively, the identifiers may remain
with the base even if containers are removed. Tnsome instances, both the base and containers
may have identifiers so that the containers and bases may be individually fracked and/or maiched
even when separated.-

[00248]  Insomeinstances, any number of containers may be provided within the sample
collection device. The sample containers may be capable of receiving sample received from a
‘subject. Bach sample container may have a unique identifier. "The unique identifier may be
associated with any information relating fo the sample, subject, device, or component of the
device:

[00249) In some instances, each identifier for each container may be unique. In other
embodiments, the identifier on the container-need not be unique, but may be unique for the
device, for the subject, or for the type of sample,

00250] A sample collection device may receive a sample from a-subject. The-subject
may directly contact the sample collection device or provide the sample to the device, The

sample may travel thtough-the device to one or more containers within the device. In some

65



WO 2014/145935 PCT/US2014/030792

instances, the sample may be treated prior to redching the containers. One or more coating or
substance may be provided within a sample collection unit and/or channel that may convey the
sample to the containers. Alternatively, no treatment is provided to the sample prior to reaching
the container. In some embodiments, the sample may or may not be ireated within the container.
In some instances, a plurality of different types of treatments may be provided to a sample before
ot'when the sample teaches the container. The treatments may be provided in a preselected
order, For example, a first treatmenit desired first, and may be provided upstream of a second
treatment. In some instances, the sample is not treated at any point.

[0825f]  Insome embodimenis, the sample- may be a blood sample. A first container may
receive whole blood and.a second container may receive blood plasma, Anticoagulanis may be.
provided along the fluid path and/or in the containers.

[00252] Once the samp]e has been provided to the containers and the containers have been
gealed, the containers may be sent 0 a separate location for sarnple analysis. The separate
location may be a laboratory. The separate location may be a remote facility relative to the.
sample collection site: The entire sample collection device:may be sent to the seperate location.
One or more identifiers may be provided on the sample collection device and may be useful for
identifying the sample collection device and/or containers therein. Alternatively, the base 1340
may be removed from the sample collection device and may be sent to the separate location with
the containers therein. One or mors identifiers may be provided on the base and may be useful
for 'identifying the base anil/or containers therein. In some instances, containers may be retnoved.
from the base and may be sent to the separate location. One or more identifier may be provided
on each container, and may be useful for identifying the containers.

00253}  The idenfifters may be read by any suitable technique. By way of example and
not limitation, in some instances, the identifiers are read using an optical detector, such as an
image capture device or barcode scanner. In one example, an image capture device may capture
an image of a QR code. Information refating to the container may be tracked. For example,
when a.container arrives at a location, the identifier may be scanned, and record of the arrival of
the container may be kept. The progress and/or location of the container may be updated
actively and/or passively. In soms instances, the identifier may need to be scanned intentionally
in order to determine the location of the containei. In other examples, the identifier may actively
emit a signal that may be picked up by signal readers. For example, as an identifier travels
through a building, signal readers may track the location of the identifier.

00254 o' some instances, reading the identificr may permit a user o access additional

information associated with the identifier. For example, the uscr may.capture an image of the
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identifier using a device. The device or another device may display information about.the
sample, subject, device, component of the device, or any other information described elsewhere
herein, Information abouf tests to be conducted and/or test results may be inicluded. Theuser
may perform subsequent tests or actions with the sample based on information associated with
the identifter. For example, the user may direct the coritainer to the appropriate location fora
test. In some instances, the container may be directed to an appropriate location and/or have
appropriate sample processing (¢.g., sample prep, assay, detection, analysis) performed on the
contents of the container in an auiomated fashion without requiring human intervention.

{00255  Information relating to sample processing may be collected and associated with
the.identifier. For example, if a container has an identifier and sample processing has been
performed on the contents of the container, one or more signals produced in response to the
sample processing may be stored and/or associated with the identifier. Such updates may be
made in an automated fashion without requiring human intervention, Alternatively, a user may
initiate the storing of information or may manually enter information, Thus, medical records
relating to a subject may be aggregated in an automated fashion. The identifiers may be useful

for indexing and/or accessing informaiion related to-the subject,

Fluid Containers

[p0256]  Figures 18A-18B show one nonlimiting example of a container 1800 that may be
utilized with a sample collection device in accordance with an embodiment described herein. In
some instances, the containers may be supported by the sample collection device. The
containers may be encompassed or surrounded by a portion of the sample collection device, In
one example, the sample collection device may have a first configuration where the containers
are completely enclosed. A second configuration may be provided where the sample collection
device may be opened and at least.a portion of the containers may be exposed. In some
‘examples, the containers may be supported and/or at least partially enclosed by a base of the
sample collection device. The base may be separable from the rest of the sample collection
device, thereby providing access to the containers therein.

092571 In one embodiment, a container 1800 comprises a body.1810 and a cap 1820. In
some instances, the container body may be formed from a transparent or translucent material,
The container body may permit a sample provided within the container body to be visible when
viewed from outside the container. The-container body may be optically iransmissive, The
container body may be formed of & material that may permit electromagnetic radiation to pass

through. In some instances, the container body may be formed of a material that may permit
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selected wavelengths of electromagnetic radiation to pass through while not permiiting other
non-selected wavelengths of clectromagnetic radiation to pass through. In some instances a
portion or all of the body may be formed-of a material that is opaque along selected wavelengths
of electromagnetic radiation, such as wavclengths for visible light. )

092581  An open end and aclosed end may be provided on a container body 1810. The
open end may be a-top end 1812 of the container 1800, which may be at the end which may be
configured to engage with a cap. The closed end may be a bottom end 1814 of the container,
which may be at the end of the container opposite the cap. In alternative émbodiments, & bottom
end may also be an apen end that may be closable with a floor, In some embodiments, the cross-
sectional arca and/or shape of the top end and the bottom end may be substaniially the same.
Alternatively, the cross-sectional area of the top end may be larger than the cross-sectional area
ofthe bottom end, or vice versa. There may be variations and aliernatives to the embodiments
described herein and that no single embodiment should be-construed to encompass the entire
invention.

[00259] A container body may have an interior surface and an exterior surface, The
surfaces of the container body may be smooth, rough, textured, faceted, shiny, dull, contain
grooves, contain ridges, or have any other feature.. The surface of the container body may be
treated to provide a desired optical property. The interior surfaces and exterior surfaces may
‘have the same properties or may be different. For example, an exterior surface may be smooth
while the inferior surface is rough.

00260]  The container body may have a tubular shape. In some instances, the container
body may have a cylindrical portion, In some instances, the container may have a circular cross-
sectional shape. Alternatively, the container may have any other cross-sectional shape which
may include elliptical, triangular, quadrilateral (e.g., square, rectangular, trapezoidal,
parallelogram), pentagonal, hexagonal, heptagonal, octagonal, or any other shape. The cross-
sectional shape of the container may.or may rnot have a convex-and/or concave shape. The cross-
séctional shape of thie container may remain the same along the length of the container, or may
vaty. The container may have a prismatic shape along the length of the body. The prism may
have a cross-sectional shape as those described herein.

108261] Thebottom 1814 of the container may be flal, fapered, rounded, orany
combination thereof. In some instances, the container may have a hemispherical bottom. In
other embodiments, the confainer may have a rounded bottom with a flat portion. The container

‘may orinay not be capable of standing on a flat surface on ifs own,
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[00262]  The containers 1800 may be sized to contain a small fluid sample. In some.
embodiments, the containers. may be configured to contain-no more than about 5-ml, 4 ml, 3 ml,
2 ml, 1.5 mL, 1 mL, 900:uL, 800 uL, 700-uL, 600 uL, 500 uL, 400 uL, 300 uL, 250 uL,, 200 ul,
150 uL, 100 ul., 80 uL, 50 uL, 30 uL, 25 uL, 20 uL, 10 uL, 7 ul, SuL, 3 uL, 2 uL, 1 ulL, 750 nL,
500 oL, 250 nL, 200 nL, 150 oL, 100 nL, 50 aL, 10 nL., 5L, I nL, 500 pL, 300 pL., 100 pL, 50
pL, 10pL, 5 pL, or 1 pL. The containers may have the identifiers thereon such as discussed for
Figures 16 and 17. In'one non-limiting example, the containers 1800 may hold the small volume
of sample fluid. in liquid form without the use of a wicking material or the like to hold the-sample
fluid during transport. This aliows the sample fluid to be substantially removed in liquid form
from the confainer without loss due to liquid being absorbed by the wicking material.

[00263]  The containers 1800 may be configured to contain no more than several drops of
blood, 2 drop of blood, or no more than a portion of 2 drop of blood. Forexample, the container
may have an interior volume of no greater than the amount of fluid sarple it is configured 1o
confain. Having a small volume container may advantageously permit storage and/or transport
of a large number of containers within a small volume. This may reduce resources used to store
and/or transport the containers. For example; less storage space may be required. Additionally,
less cost and/or fuel may be used to transport the containers. For the same amount of exertion; 2
larger number of containers may be transported.

[80264] In some embodiments, the contdiner 1800 may have a small length. For example,
the container length may be no greater than 8 cm, 7 cm, 6 cm, 5 em, 4 cm, 3.5 cm, 3 cm, 2.5 cm,
2em, 1.7¢cm, 1.50m, 1.3 em, 1.1 em, 1 cm, 0.9 cm, 0.8 cm, 0.7 cm, 0.6 cm, 0.5 em, 0.4 cm, 0.3
cm, 0.2 cm, 0:1 cm, 700 um, 500 m, 300 um, 100 uwm, 70-wm, 50 um, 30 um, 10 um, 7 um, 5 um,
30 um, or 1 ym. In some instances, the greatest dimension ‘of the container (e.g., length, width,
or diameter) may be no greater than 8 cm, 7 om, 6 cm, 5 ¢m, 4 cm, 3.5 cm, 3 cm, 2,5 cm, 2 cm,
1.7cm, 1.5 cm, 1.3 em, 1.1 em, 1 ¢m, 0.9 cm, 0.8 cm, 0.7 cm, 0.6 cm, 0.5 cm, 0.4 ¢, 0.3 cm,
0.2 cm, 0.1 em, 700 um, 500 m, 300 um, 100 um, 70 um, 50 wm, 30 wm, 10 um, 7 um, 5 um, 30
um, or 1 um.

[00265]  The container 1800 may have any cross-sectional area. The cross-sectional area
may be no greater than ebout 8 cm?, 7 cm?, 6 cm?, 5-cm?, 4 cm?, 3.5 cn?, 3 em?, 2.5 cm?, 2 cm?,
1.5 cmw?, 1 em?; 0,9 cm?, 0.8 cm?, 0.7 cm?, 0.6 cm?, 0.5 cm?, 0.4 cm?, 0.3 cm?, 0.2 cm?, 0.1 cm?,
0.07 em?, 0.05 cm?, 0.03 em?, 0.02 cm?, 0.01 cm?, 0.5 em?, 0.3 cm?, or 0.1 cm?® The cross-
sectional area may remain.the same or may vary along the length of the container.

{00266]  The container 1800 may have any thickness. The thickness may remain the same

along the length of the container or may vary. In some instances, the thickness may be selected
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and/or may vary in order to provide a desired optical property. Insome instances, the thickness
may be 1io greater than 5 mm, 3 mm, 2 mm, 1 mm, 700 um, 500 um, 300 um, 200 um, 150 um,
100um, 70 um, 50 um, 30 um, 10 um, 7um, 5 um, 3 um, 1 um, 700 am, 500 nm, 300 nm or 100
nn,

002671  The container 1800 may have a shape conducive to enabling centrifugation of
small volume blood samples. This allows the collected sample in the containess to be taken
directed to a centrifuge without having to further transfer the sample fluid to yet another
conteiner that is used in the centrifuge device.

[00268]  The containers may contain a cap 1820. The cap may be configured to fit over an.
open-end of the container. The cap may block the open end of the container. The cap may
fluidically scal the container. The-cap may form a fluid-tight seal with the container body. For
example, the cap may be gas and/or liquid impermesable. Alternatively, the cap may permit
certain gases and/or liquids to pass through. In some instances, the cap may be gas permeable
while being liquid impermeable. The cap may be impermeable to the sample, For example, the
cap may be impermeable to whole blood, serum or plasma.

02691  The cap may be configured to engage with the container body in any manner. For
example, the cap may be press-fit with the container body. A friction fit may permit the cap to
stay on the body. In other examples, a locking mechanism may be provided, such as a sliding
mechanism, clamp, fastener, or ofher technique. In some instances, the cap and/or the container
body may be threaded to permit a screw-type engagement. In other examples, adhesives,
welding, soldering, or brazing may be utilized to connect the cap to the container body. The cap
may be removably attached to the container body. Alternatively, the cap-may be permanently
affixed to the container body.

[00270]  In some instances, a portion of the cap may fit into a portion of the container
body. The cap may form a stopper with the container body. In some instances, a portion of the
container body may fit into a portion of the cap. The plug may include a lip or shelf that may
hang over a portion of the container body. The fip or shelf may prevent the cap.from sliding into
the container body. In some instances, a portion of a ¢ap may ovetlic a top and/or side of the
container body. Optionally, some embodiments may include an additional part in the vessel
assembly such as cap holder. In ong embodiment, the purpose of the cap holder is to maintain a
tight seal between the cap and container. In one embodiment, the cap holder engages an
attachment, lip, indentation, or other attachment location on the outside of the container to hold

the cap in position. Optionally, some embodiments can combine the function of both the cap and.

the cap holder inio ene component,
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[00271] In some emboditments, the container body .may be formed of a rigid material. For
example, the container body may be formed of a polymer, such as polypropylene, polystyrene, or
acrylic. Tn alternate embodiments, the container body may be semi-rigid or flexible. The
containier body may be formed from a single integral piece. Alternatively, multiple pieces may
beused. The nmltiple pieces may be formed from the same material or from different materials.

[96272]  The container cap may be formed of an elastomeric material, or any other
material described elsewherc herein. In some instances, the cap may be formed from a rubber,
polymer, or any other material that may be flexible and/or compressible. Alternatively, the cap
may be semi-rigid or rigid. The container cap may be formed from 2 high friction material. The
container cap may be capable of being friction-fit to engage with the container body. When the
container cap is engaged with the container bedy, a fluid-tight seal may be formed. The interior
of the container. body may be fluidically isolated from the ambient air, In some instances, at
least one of the cap and/or portion of the container body contacting the cap may be formed from
a high friction and/or compressible material.

{00273] The container cap may be formed from a single integral piece. Alternatively,
multiple pieces may be used. The multiple pieces may be formed from the same material or
from different materials. The cap material may be the same as or différent from the container
body material. Tn one example, the container body may be formed from an optically
transmissive material while the cap is formed from an opaque material.

100274] The cap 1820 may be removably engaged with thebody. A poriion of the cap
may be insertable into the body. The cap may include a lip which may rest on top of the body.
The lip is not inserted into the body. In this non-limiting-example, the lip may prevent the cap
from being entirely inserted into the body. The lip may form a continvous flange around the cap:
Tn some instances, a portion of the lip may overlap or overlie a portion of the body. A portion of
the body may be insertable info-a portion of the cap.

0275]  The portion of the cap that may be insertable into the body may have a rounded
bottom. Alternatively, the portion may be flat, tapered, curved, contoured,-or have any other
shape. The cap may be.shaped to-be easily insertable into the body.

[00276] In some instances, a dépression may be provided at the top of the cap. The
depression may follow the portion of the cap that is inserted into the body. Insome instances, a
hollow or depression may be provided in the cap. The depression may be capable of accepting a
poition of a channel that may be used to deliver a sampleto the container. The depression may

agsist with guiding the channel to a desired portion of the cap. In one example, the channel may
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be positioned within the depression prior to bringing the channel and interior of the container
into fluid communication.

80277} The channel and cap may be pressed together so that the channel penetrates the
cap and enters the interior of the container, thereby bringing the channe! and interior of the
container into fluid communication. In‘some instances, the cap may have a slit through which
the-channel pagses. Alternatively, tfie channel may poke through uninterrupted cap idateiial.
The channel may be withdrawn from the container, thereby bringing the channe! and container
out of fluid communication. The cap may be capable of resealing when the ¢hannel is removed,
For the example, the cap may be formed of a self-healing material. In some instances, the cap
may have a slit that may close up-when the chanael is remaved, thereby forming a fluid tight
scal.

[00278] In some embodiments, the body may include cne or more Hange or other surface
feature. Examples of surface features may include flanges, bumps, protrusions, grooves, ridges,
threads, holes, facets, or any other surface feature. The flange and/or other surface feature may
circumscribe the body. The flange and/or surface feature may be located at or near the top of the
body. The flange and/or other surface feature may be located at the top half, top third, top
quarter, top fifth, top sixth, top eighth, or top tenth of the body. The surface features may be
useful for support of the container within a sample collection device. The surface features may
beuseful for removing the container from the sample collection device and/or positioning the
container within the sample collection device. The flange and/or other surface feature may or
may not engage with the cap.

002791  The cap may have any dimension relative to the container body. In some
instances, the cap and/orbody may have similar cross-sectional areas. The cap may have the
same, or a substantially similar cross-sectional area and/or shape as the top of the body. Insome
instances, the cap may have a lesser length than the body. For example, the cap may have a
length that- may be less than 60%, 50%, 40%, 30%, 25%, 20%, 15%, 10%, 7%, 5%, 3% or.1% of
the length of the body,

100280] Referring now to Figures 18C to 18E, a still further embodiment of container
1800 may include a cap holder 1830 that fits over the cap to hold the cap in place. By way of
non-limiting example, the cap holder 1830 may also include an opening in the cap holder 1830
that allows for a2 member such as an adapter to slide through and penetrate the cap 1820, Figure
[8C shows the parts in an exploded view.

ea281]  Figure 18D shows a cross-section view showing one embodiment wherein the

container body 1810 having & cap 1820 covered by a cap holder 1330. As seen in Figure 18D,
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the cap holder 1830 has a locking feature 1832 for securing the cap holder 1830 to the container
body 1810 and/orthe cap 1820, In one embodiment, the locking feature 1832 comprises an
interior ridge which will engage one or more of the ridges 1812 and 1814 on the container body
1810. Figure 18E shows a side view of the cap holder 1830 coupled to the container body
1810,

[0n282)  In some instances, a surface (interior and/or exterior) of the sample vessel may be
coated and/or treated with a material. For example, an interior surface of the sample vessel may
be coated with fixatives, antibodies, optical coatings, anticoagulant, and/or preservatives. These
may be the same o different from any material coatings in the channels. In one non-limiting
example, the coating may be but are not limited to polytetrafluoroethylene, poly-xylene, or other
‘material as a treatment for surfaces to reduce the surface tension.

00283 Optionally, the. coating is applied om all interior surfaces of the sample vessel.
Optionally, some embodiments may apply the coeting in a pattern covering only select areas in
the sample vessel. ‘Some embodiments may only cover upper interior regions of the sample
vessel. Optionally, some may cover only lower interior regions of the sample vessel.
Optionally, some may cover strips, lanes, or other geometric patterns of the interior regions of
the sample vessel. Optionally, some embodiments may also coat the surfaces of the cap, plug, or
covet that is used with the sample vessel. Some embodiments may have the surfaces whére
sample enters the sanple vessel to be coated to provide for 4 smooth transfer of sample away
from the entry area and towards a destination site such as but not limited to a bottom portion of
the container.

[00284] Optionally, the coating may be a wet or dry coating. Some embodiments may
have at least one dry-coating and at least one wet coating. In some instances one or-more
reagents may be coated and dried on the interior surface of the sample vessel. The coating may
alternatively be provided in a moist environment or noay be a gel. Some embodiments may
include & separator gel in the sample vessel to keep select portions of the sample away from
other portions of the sample. Some embodiments may include serum separator gel or plasma.
separator gel such as but not limited 1o polyesier-based separator gels available from Becton
Dickinson.

[08285] Optionally, one or more sofid subsirates may be provided within the sample
vessel. For example, one or more beads or particles may be provided within the sample vessel.
The beads and/or particles may be coated with reagents or any otlier substance described herein.
The beads and/or patticles may be capable of dissolving in the presence of the sample, The

beads andfor particles may be formed from one or more reagents or may be useful for treating
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the sample. - A reagent may be provided in a gaseous form within the sample vessel. The sample
vessel may be sealed. The sample vessel may rémain sealed before the sample is introduced into
the sample vessel, after the sample has been introduced to the sample vessel, and/or while the
sample:is being introduced into the sample vessel. In one embodiment, the sample vessels may
have smooth surfaces and/or round bottoms. This is helpful to minimize the stress on the blood
sample, especially during centrifugation. Of course, in alternative embodiments, other shapes of
the bottom of the sample vessel are not excluded.

[00286] Figure 18F further shows that the sample vessels may each have at lesst ong
infarmation storage unit associated with the sample vessels. Optionally, some embodiments may
have one.information storage unit convey information about a plurality of sample vessels,
particularly (but not exclusively) in cases where the sample vessels all contain sample from the
same subject. Such-an information storage unit could be on the carrier thiat holds the multiple
sample vessels, instead of being on the sample vessels themselves.

[002871.  Figure 18F shows a bottom-up view of an undeérside of one of the sample vessels
that in one nonlimiting example, the information storage unit 1860 may be at least one of u
barcode (e.g., 1-D, 2-D, or 3-D), quick response (QR) code, image, shape, word, number,
alphanumeric string, color, or any combination thereof, or any type of visual information storage
unit. Others may use information storage units that are not in the visible spectrum, Others may
use RFID tags, RF information storage units, IR emitting tags, or other markers that do not rely
on identification through signals sent through the visueal spectrum. Of course, the information
storage unit 160 may also be positioned to be on a top end surface of the sample vessel. Figure
18G shows that, optionally, an information storage unit 1860 may also be included on a side
surface of the sample vessel. This may be in addition to or in place of the top or bottom
“positioned information storage unit(s) 1860.

f60288]  In onenon-limiting example, information storage unit 1864 may be used to
identify sample and/or types of sample in a sample collection device. Optionally; there may be
one or more information storage units per sample vessel. Some may also use information
storage units-on the sample vessel holders. Information storage witits may identify the sample
collection device, one or more individual sample vessels within the device, or compoiients of the
device. In some instances, the sample collection device, a portion of the sample collection
device, andfor the sample vessels may be transported. In one example, the sample cellection
device or a portion of the sample collection device, may be fransported vid a delivery service, or
any other service described elsewhere herein. The sample vessel may be delivered so that one or

more tesis may be performed on the sample.
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100289 Optionally, the-sample identity and/or the identity of the individual who provided
the sample could be tracked. By way of non-limiting example, information associated with the
individyal or individuals (e.g., name, contact information, social security number, birth date,
insurance information, billing information, medical history) and other information of who
provided the sample may be included. In some instances, the type of sample (e.g., whole blood,
plasma, urine, etc.) may be tracked. Optionally, the types of reagents that the sample will have
encountered {e.g., anticoagulants, labels, etc.) could also be tracked. Additional information
about the sample collection, such as date and/or time of collection, circumstances under which
sample was collected, types of tests 10 be run on the sample, setting(s) for the tests, test
protocols, insurance information, medical records information, or any other type of information
may be considered.

[00250] In at least one or more embodiments described herein, inforthation storage units
may assist with tracking sech information. The information storage units may be associated with
such information. Such information may be stored off-board the sample collection device, on-
board the sample collection device, or any combination thereof. In some instances, the
information may be stored on one or more external devices, such as servers, computers,
databases, or atty other device having a memory, In some instances, the information may be
stored on a cloud computing infrastructure. One or more resources that store the information
may be distributed over the ¢loud, through the internet from a remote server, wireless to a remote
computer processor, or the like. In some instances, a peer-to-peer infrastructure may be
provided. The information may be stored in the information storage unit itself, or may be
associated with the information storage unii €lsewhere, or any combination thereof.

{00201]  Optionally, an information storage unit may provide unique identification, or may
provide a high likelihood of providing unique ideniification; In some instances, the infortation
storage unit may have a visible component, The information storage unit may be optically
detectable. In some instances, the information storage unit may be discernible using visible
light. In some éxamples, the information storage unit may be a barcode (e.g,, 1-D, 2-D, or 3-D),
quick response (QR) code, image, shape, word, number, alphanumeric string, color, or any
combination thereof, or any type of visual information storage unit.

[00292] In other srabodiments, the information storage unit may be optically detectable
via any other sort of radiation. For example, the information storage unit may be detectable via
infrared, ultraviolet, or any other type of wavelength of the electromagnetic spectrum. The
information storage unit may utilize luminescence, such as fluorescence, chemiluminescence,

biolaminescence, or any other type of optical emission. In some instances, the information
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storage unit may be a radio transmitter and/or receiver. The information storage unit may be a
radiofrequency identification (RFID) tag. The information storage unit may be any type of
wireless transmitter and/or receiver. The information storage unit may send one or more
clectrical signal. Tn some instances, GPS or other location-related signals may be utilized with
the information storage unit.

[00293] Optionally, an information storage unit may be-and/or include an audio
component or acoustic component. The information storage unit may emit a sound that may be-
discernible 1o uniquely identify the identified component..

[00294]  Optionally, the information storage unit may be detectable via an optical detection
device. For example,.a bar code scanner may be capable of reading the information storage unit.
In another example, a camera {e.g., for siill or video images) or other image capture device may
be capable of capturing an image of the information storage unit and analyzing the image to
determine the identification,

{00295]  Optionally, the information storage units may be on the holder of the sample
vessel(s). One or more indentation may be provided in the holder. The information storage unit
may be located within the indentation. The indentations may be on the bottom or side surface of
the holder. In some embodiments, the holder may inclhude one or more protrusion. The
information storage unit may be located on the protrusion. In some instances, the information
storage units may be provided on an exterior surface of the holder. The information storage units
may alternatively be positioned on an intetior surface of the holder. The information storage
units may be detected from outside the sample collection device.

[00296] In some embodiments, the information storage units may: be on an exterior surface
of the sample vessels or an interior surface of the sample vessels. The information storage units
may be detectable from outside the sample vessels. Tn some embodiments, tiie information
storage units may be provided on a bottom surface of the sample vessels.

00297} n one non-limiting example, the holder may include an optically transmissive
portion. The optically iransmissive portion may be on a bottom of the holder or a side of the
holder. For example, a transparent ot translucent window may be provided. In another example,
the optically transmissive portion may be 2 hole without requiring a window. The optically
transmissive porlion may permit a portion ingide the holder to bevisible. The information
storage units may beprovidéd on an exterior surface of the holder on the optically transmissive
portion, an interior surface of the holder but may be visible through the optically transmissive
portion, or on an exterior or interior surface of the sample vessel but may be visible through the

optically transmissive portion. In Some instances, the information storage uhit may be provided
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o an interior surface of the sample vessel, but the sample-vessel may be optically fransimissive
so that the information storage unit is viewable through the sample vessel and/or optically
transmissive portion.

[00298] Optionally, the information storage unit may be 2 QR code, bar code, or other
opiical information storage unit that may- be optically visible, such as but not limited to being
visible from outside the sample collection device. A QR code may be visible through an optical
window, hole, or the like at the bottom of the lioider of the sample collection device. The QR
code may be provided on the sample collection device holder or on a portion of the sample
vessel visible through the holder. An-image capturing device, such as a camera Or scanner may
be provided external to the sample vessels or the transport container, and may be capable of
reading the QR code.

[00209]  In some embodiments, 2 single or a plurality of QR codes or other information
storage wnits may be provided on a sample collection device. In someinstances; éach sample
vessel may have at least one information storage unit, such asa QR code associated with it. In
one example, at least one window may be provided in a holder per sample vessel, and each
window may permit a user to view a QR code or other information storage unit. For example,
two sample vessels may be housed within a holder, each of the sample vessels having an
associated information storage unit discernible from outside the holder.

[00300]  In some embodiments, the information storage units may be provided with sample
vessels housed by the holder. Separating the holder from the rest of the sample collection device
may cause the samplevessels fo be-separated from the rest of the sample collection device. The
sample vessels may remain within the holder or may be removed from the hiolder. The
information storage units may remain with the sample vessels even if they are removed from the
holder. Altematively, the information storage units may remain with the holder eveir if sample
vessels-are removed. In some instances, both the holder and sample vessels may have
information storage units so that the sample vessels and holders may be individually tracked
and/or matched even when separated.

[00301] n some instances, any number of sample vessels may be provided within the
sample collection device. Some embodiments may connect all of these sample vessels to the
sample collection device all at onge, Optionally, the sample vessels may be coupled in 2
sequential or other hon-simultaneous manner, The sample-vessels may be capable of receiving
sample teceived from a subject. Each sample vessel may optionally have a unique information
storage unit. The unique information storage unit may be associated with any information

relating to the sample, subject, device, or component of the device.
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[e302}  In some instances, each information storage unit for each sample vessel may be
unique or contain unique information. In other embodiments, the information storage unit on the
sample vessel need not be unique. Optionally, some embodiments may have information unique
for the device, for the subject, and/or for the type-of sample. In some embodiments, the
jnformation on the inforntation storage unit may be used to associate several sample vessels with
the same subject or the same information.

003031  Referring now to Figures 19A to 19C, various embodiments of a front end of a
sample collection device will now be described. Figure 19A shows on view of a front end of the:
sample collection device with openings 1103 and 1105 for their respective channels. In the
present embodiment, the openings 1103 and 1105 are placed in-close proximity o each other
with the divider wall 1910 between the openings 1103 and 1105. Tn one non-limiting example,
the fhickness of divider wail 1910 is set to be the minimum thickness that can be reliably formed
through a menufacturing process used to form the sample collection device. In one-embodiment,
wall thickness should be about 1-10 mm. In some embodiments, instead of being side by side,
the openings 1103 and 1105 may be in a top-bottom configuration, diagonal configuration, -or
other configuration where the two openings are in close proximity to one another.

[00304]  Referring now to Figure 19B, this embodiment shows the openings 1910 and
1912 configured to be coaxial, relative to one another. This coaxial configuration of openings
1910 and 1912 ailows for greater overlap between the two openings.

[00305]  Referring now to Figure 19C, this embodiment is similar to that of Figure 19B
except that instead of square shaped openings, these openings 1920 and 1922 are reund. It
should be undetstood that any variety of shapes may be used inciuding but not limited to
circular, elliptical, triangular, quadriliteral (e.g,, square, rectangular, trapezoidal), pentagonal,
hexagonal, octagonal, or any other cross-sectional shape, Ofcourse, it should be understood that
diffeent shapes can be used for each opening and that a collection device need not have the
sarme cross-sectional shape for all openings. Some embodiments may have a one cross-sectional

shape for the opening but have a different cross-sectional shape for channel downsiream from

the opening,

Single Channel Sample Collection Device

00306  Referring now to Figures 20A-20B, although the:embodiments herein are
typically described as sample coliection devices with two separate. channels, it should be

understood that some embodiments may use a single-entry channel 2010. This single entry
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channel 2010 may or may not be coated. Suitable coatings include but not are limited to an anti-
coagulant, plasma, or other materials.

(003077  Figure 20A shows that in this embodiment of sample collection device 2000, a
tissue penetrating member-2112 can be mounted coaxially within the single entry pathway 2010.
This allows the wound at the {arget tissue to be formed in a manner that will be aligned with the
single.entry pathway 2010. The tissue penetrating member 2012 can be activated by oneof a
variety of techrriques such as but not limited 1o actuation upon pressing a trigger, actuation npon
contact of the device fiont end with the target tissue, or by pressure once the device is pressed
against fhe target tissue with sufficient pressure. After actuation, the tissue penetrating member
2012 can remain in the single entry pathway 2010. Optionally, the tissue penetrating member
2012 may retract out of the smgle-entry pathway 2010.

{00308]  Thesample fluid entering the sample collection device 2000 may split into two or
more sepatate pathways 2014 and 2016 from the sifigle entry pathway 2010. This enables the
sample fluid to be split into at least two portions from a sample collected. from a single point of
contact. The two portions may-optionally be held in two separate holding chambers 2013 and
2020. These chambers may each have one or more adapter channels 2022 and 2024 to transfer
the sample fluid to the containers such as but not limited to containers 1146a and 1 146b. It
should be understood that the-holding chambers 2018 and 2020 and/or the containers 1146a and
1146b may contain anti-coagulant therein to prepare the sample fluid for processing,

00309  Referring now to Figure 20B, this embodiment shows that the single entry
pathway 2010 with a tissue penetrating member 2012 therein that, after actuation, is configured
to remain in whole or ift part within the single entry pathway 2010. It should be understood that
this émbodiment may use a solid penetrating member or one thatis hollow; with 2 lumen therein.

[00310] Referring now to Figure 21, yet another embodiment of a.sample collection
device 2030 will now be described. This embodiment shows a reduced length single entry-
pathway 2032 with a tissue penetrating member 2012 configured to extend outward from the
pathway 2032, After actuation, fhe tissue penctrating member 2012 may be in the pathway 2032
or optionally, retracted to not be in the pathway 2032. The sample fluid entering the sample
collection device 2030 may split into two or more separaie pathways 2034 and 2036 from the
single entry pathway 2032. This enables the sample fluid to be split info at least two portions
from & semple collected from a single point of contact. This embodiment shows that the
pathways 2034 and 2036 remain in capillary channel configuration and do not enlarge to become
«chambers such as the embodiments of Figures 20A-20B. It should be understood that any of the

embodiments herein may include one or more fill indicators for the coltection pathways and/or
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the containers on the devices so that users can know when sufficient fill levels have been
reached.

@313 It should also be understood that due to the small sample volume collected with
containers such as but not limited to containers 1146a and 1146b, the “pull” from reduced
pressure, such as but rot limited to vacuum pressure, in the containers is minimally or not
iransferred into the body of subject in & manner that may collapse or detrimentally reshape the
blood vessel or ofher lumen from which sample fluid is being collected. For example, pediatric
and geriatric patients typically have small and/or weak-veins that can collapse when traditional,
large volume vacutainers are used, due the higher vacuum forces agsociated with drawing larger
samiple volumes into those traditional containers. In at least one embodiment of the device, it
will not have this problem because it will not impari a vacuum (suction) force on the vein, In
oneembodiment, the amount of vacuum force draws no more than 120 uL of sample fluid into
the container 1146a. Optionaliy, the amount of vacuum force draws no more than 100 uL into
the confainer 1146a. Optionally, the amount of vacuum force draws no more than 80 uL. into the
container 11462, Optionally, the amount of vacuum force draws no more than. 60 ul. into the
container 1146a. Optionally, the amount of vacuum force draws rio more than 40 ul. into the
container 1146a. Optionally, the amount of vacuum force draws no more than 20 uL into the
coniainer 1146a. Inone embodiment, this type of draw is performed without the use of a syringe
and based primarily on pulling force from the containers and any force from the fluid exiting the
subject. Optionally, the shaped pathway-thraugh the device to draw sample that has reached an
interiorof the device can assist in reducing force transfer from the containers 1146a and 1146b
to'the subject’s blood vessel or other body lumen, Some embodiments may use about three-
quarter vacuum or less in the small volume containers listed above to minimize hemolysis of the
sample-and 1o prevent collapsing of blood vessel in the subject. Some embodiments may use
about half vacuum or less in the small volue containers listed above to minimize hemolysis of
the sample end to prevent collapsing of blood vessel in the subject. Some embodiments may use
about one quarter vacuum or less in the small volume containers listed above 1o minimize
hemolysis of the sample and to prevent collapsing of blood vessel in the subject. Vacuum herein
is full vacuum, relative to atmospheric pressure.

00312]  Itshould also beunderstood that, in one embodiment, the chamber cross-sectional
area in the device is greater than the cross-sectional diameter of the needle and/or fiexible tubing
used for drawing the bodily fluid from the subject. This further assists ini reducing the force
transferto the subject. The vacuum pull from the containess are drawing most immediately on

1iquid sample in the deviee, not directly on sample in the needle which is more proximate to the
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subject. The longer pathway, buffered by the larger volume chamber in the collection device
dampens-the pull on the blood vessel in the subject. Additionally, the initial peak force pull is
substantially less in 2 small volume vessel versus a larger volume vegsel that is also under
vacourn, The duration of the “pull” is also longer to enable the larger amount of sample to enter
the container. In a smaller volume, a significant portion of the sample to be collecied is already
in the device and there is less that is drawn from the subject that is not already in the device prior
to beginning the sample pull.

[00313] Referring now to Figure 22, yet another embodiment of a sample collection
device will now be described. This embodiment shows. a.collection device 2100 that has a
connector 2102 such as but-not limited to Luer connector that allows for connection to a variety
of sample acquisition devices:such as a tissue penetrating member, needle, or the like. Some
Luer connectors may use a press-fit to engage other connectors while some embodiments of the
connector 2102 may include threads to facilitate engagement. Figure 22 shows that in this
cwrrent-emhodiment, 2 butterfly needle 2104 is coupled to-a fluid connection pathway 2106 such
a3 but not limited to a flexible tube that leads to a connector 2108 fo connect the sample
acquisition features to the sample collection device 2100. The flexible tubing 2106 allows the
needle portion 2104 to be located away from but still operably fluidly coupled to the sample
collection device 2100. This ellows for greater flexibility in terms of positioning of the needle
2104 to acquire sample flnid without having to also move the sample collection device 2100.
Optionally, sore embodiments may directly couple the tissue penetrating member to the device
2100 withiout the use of flexible tubing.

[00314] At least some or all of the embodiments can have a fill indicator such as but not
limited to a view window or opening that shows when sample is present inside the collection
device and thus indicate that it is acceptable to engage the sample vessel(s), Optionally,
embodiments that do not have a fill indicator are not excluded. Some embodiments may
optionally include one or more vents, such as but not limited to & port, to allow-air escape as the.
channels in the collection device are filled with sample. In most embodimerits, the filled sample
vessel(s) may be disconnected from the sample collection device after a desired fill levelis
reached. Optionally, additional sample vessel(s) can be engaged fo the sample collection device
to collect additional amounts of bodily fluid sample. Oplionally, the interior conditions of the
sample vessels are such that the vessels has a reduced pressure configure to draw in only a. pre-
determined amount of sample fluid,

0o315]  Figure 23 shows an exploded view of one embodiment of the sample. collection

device 2100. In this non-limiting example, the portion 1130 may be configured 1o hold the
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container holder 1140 and the portion with sampling device holder 2160. The device 2100 may.
include-an anti-leakage device 2162 that can engage the open ends of the adapter channels 2022
and 2024 to minimize sample loss through the open ends until the containers in holder 1140 are
engaged 1o draw sample in any container(s) therein. In the current embodiment, the anti-leakage
device 2162 covers al least two adapter channels 2022 and 2024 and is configured to be
movable. The present embodiment of anti-leakage device 2162 is sized so that it can be moved
to uncover the openings on adapter channels 2022 and 2024 while still allowing-the adapter
channéls 2022 and 2024 to engage the container(s) in the holder 1140.

[00316]  Referring now to Figures 24 and 25, one embodiment of the sampling device
holder 2160 is shown in more detail. Figure 24 shows-the sampling device holder 2160 as an
assémbled unit. Figure 25 shows an exploded view of the sampling device holder 2160 with a
first portion 2164 and a second portion 2166. The adapter channels 2022 and 2024 are also show
as being reimovable fiom the second portion 2166. Although this embodiment of the sampling
device holder 2160 is shown as two separate portions, it should be understood that some
alternative embodiments can configure the sample device holder 2160 as a single unitary unit.
Optionally, some embodiments may configure to have more than two portions that are assembled
together to form the holder 2160. Optionally, some embodimenis may create separate portions
along a longitudinal axis 2165 or other axis of the holder 2160, instead of along a lateral axis of
holder 2160 this is shown by the separation in Figure 25.

(003171 Referring now to Figures 26 through 28, various cross-sectional views of
embodiments of the sample deviee holder 2160 and the device 2100 are shown. Figure 26 shows
a-cross-sectional view of the portions 2164 and 2166. Although not being bound by any
particular theory, the use of the separation portions 2164 and 2166 can be sclected simplify
manufacturing, particularly for forming the various internal channels and chainbers in the holder.
2160. For example, at least one wall 2167 of the chamber can be formed in the first portion.2164
while complementary walls 2168 of the chamber can be formed in the second portion 21:66.
Figure 27 shows a top-down end view of the portion 2166 with the wall 2168 visible from the
end view.

[00318]  Referring now to Figure 28, a cross-sectional view of the assembled device 2100
will now be described. This Figure 28 shows that sample entering the device through the
connector 2102 will enter the cominon chamber 2170 before leading to the adapter channels
2022 and 2024. From the adapter channels 2022 and 2024, movement of the holder 1140 in the
direction indicated by arrow 2172 will operably fhuidically couple the containess 1146a and

1 146b to the adapter channels2022 and 2024, moving sample from the channels into the
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containers, In the present embodiment, thereis sufficient space 2174 to allow for movement of
the containers 1146a and 1146b to have the adapter chiaiinels 2022 and 2024 peiefrate the caps-
of the containers 1146a and 1146b so that the adapter channels 2022 and 2024 are in fluid
communication with the interior of the containers 1146a and 1146b. Although only two
container and adapier channel sets are shown in the figures, it should be understood that other
confignration with more or less sets of containers and adapter channels can be configured for use

with a device such as that shown in Figure 28.

Modular Sample Coilection Device

[00319]  Referring now to Figures 20A-29C, although the embodiments herein typically
describe sample collection device as having an adapter channel for connecting the sample
collection channels with the containers, if should be understood that embodiments without such
configurations are not excluded.

00320 By way of non-limiting cxample in Figure 29A, as previously suggested herein,
some embodiments may be without a discrete, separate adapter channel. Herein the collection
channel 2422 may connect directly to the container 2446 by way of relative motion betweefi one
or both of those elements as indicated by the arrow 2449,

00321 By way of non-limiting example in Figure 29B, one or mere adapter channels
2454 may be discrete elements not initially in direct fluid communication with either the
collection channel 2422 or the containers 2446. Herein the collection channel 2422 may connect
{o the container 2446 by way of relative motion between one or more of the collection channel,
the adapter channel(s) 2454, or the container 2446 (sequentially or simultaneously) to create a
fluid pathway from the collection channels through the one or more adapter channels. into the
containers.

003221 By way of non-limiting example in Figure 29C, one or more adapier channels
2454 may be elements initially in contact with the containers 2446, The-adapter channels 2454
may not be directly in communication with the interior or the containers. Herein the collection
channel 2400 may connect to the container by way of relative motion between one or more of
those elements (sequentially or simultancously) to create a fluid pathway from the collection
chaunels through the one or more adapier channels into the containers. Some. embodiments may
have a septumn, sleeve, sleeve with vent, or cover 2455 over the end of the collection channel
which will be engaged by the adapter channel. The engagement of the various elements may
also move the adapter channel 2434 inio the interior of the container 2446, as. initially, the

adapter charmel 2454 may not be in fluid communication with the interior, Some embodiments
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hierein may have more than adapter channel and some embodiments may use adapter channels
with pointed ends on both ends- of the channel, There may be variations and aliernatives to the
embodiments described herein and that no single embodiment should be construed to encompass
the entire invention.

[00323] Tt should be understood that any of the embodiments herein could be modified to
include the features recited in the description for Figures 29A-29C.

Sample Processing

{00324] Referring now to Figure 30, one embodiment of bodily fluid sample collestion
and transport system will now be described. Figure 30 shows a bodily fluid sample B on a skin
sutfuace § of the subject. In the non-limiting example of Figure 30, the bodily fluid sample B can
be collected by one of a variety of devices. By way of non-limiting example, collection device
1530 may be but is not limited to those described in U.S. Patent Application Ser. No. 61/697,797
filed September 6, 2012, which is fully incorporated herein by reference for all purposes. In the
present embodiment, the bodily fluid sample B is collected by one or more capillary channels
and then directed into sample vessels 1540. By way of non-limiting example, at least one of the
sample vessels 1540 may have an interior that is initially under a partial vacuum that is used to
draw bodily fluid sample into the sample vessel 1540, Some embodiments may siinultaneously
draw sample from thie sample collection device into the sample vessels 1540 from the same or
different collection channels in the sample collection device. Optionally, some embodiments
may simultaneous draw sample into the sample vessels

[09325] In the present-embodiment after the bodily fluid sample is inside the sample
vessels 1540, the sample vessels 1540 in‘their holder 1542 (or optionally, removed from their
holder 1542) are loaded into the transport container 1500. In this embodiment, there may be one.
or-more slots sized for the sample.vessel holder 1542 or slots for the sample vessels in the
transport container 1500. By way of non-limiting exarnple, they may hold the sample vessels in
an arrayed configuration and oriented to be vertical or some other pré-deiermined orientation. Tt
should be understood that some embodiments of the sample vessels 1540 are-configured so that
they hold different amount of sample in each of the vessels. By way of non-limiting example,
this can be controlled based on the amount of vacumm force in each of the sample vessels, the
amount of sample collected in the sample collection channel(s) of the collection device, and/or
other factors. Optionally, different pre-treatments such as but not limited to different anti-

coagulants or the like can also be present in the sample vessels.
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[00326).  As seen in Figure 30, the sample vessels 1540 are collecling sample at a first
location such as but not limited to a sample collection site. By way of non-limiting-example, the
bodily fluid samples are then transported in the transport container 1500 to a second location
such as but not limited to an analysis site. The method of transport may be by courier, postal
delivery, or other shipping technique. In many embodiments, the transport may be implemented
by having a yet another container that holds the transport container therein. In one embodiment,
the sample collection site may be a point-of-care. Opticnally, the sample collection site is a-
point-of-service. Optionally, the sample collection site is remote from the sample analysis site.

[00327) Although the present embodiment of Figure 30 shows the collection of bodily
fluid sample from a surface of the subject, other alternative embodiments may use collection
fechniques for collecting sample froim other areas of the subject, such as by venipuncture, to fill
the sample vessel(s) 1540, Such other collection techsiques are not excluded for use as
alternative to or in conjunction with surface collection. Surface collection may be on exterior
surfaces of the subject. Optionally, some embodiments may collect from accessible surfaces on
the interior of the subject. Presence of bodily fluid sample B on'these surfaces may be natusally
oceurting or may occur through wound creation or other techniques to make the bodily fluid
swiface accessible.

(003281 Refetring now to Figure 31, yet another embodiment is described herein wherein
bodily fluid sample can be collected from an interior of the subject versus collecting sample that
is pooled on-a surface of the subject. “This embodiment of Figure31 shows a collection device
1550 with a hypodermic needle 1552 that is configured to collect bodily fluid sample such as but
not limited to venous blood. Tn one embodinent, the bodily fluid sample may fill a chamber
1554 in the device 1550 at which fime sample vessel(s) 1540 may be engaged to draw the sample.
into the respective vessel(s). Optionally, some'embodiments may not have a chamber 1554 but.
instead have very litile void space other than channel(s), pathway(s), or fube(s) used to direct
sample from the needle 1552 to the sample vessel(s) 1540. For bodily fluid samples such as
blood, the pressure from within the blood vessel is such that the blood sample can fill the
chamber 1554 without much if any assistance from the collection device. Such embodiments
may optionally include one or more vents, such as but not limited to a port, to allow air-escape as
the channels in the collection device are filled with sample. _

[00329] At least some or all of the embodiments can have a fill indicator such as but.not
limited to.a view window or opening that shows when sample is present inside the collection
device and thus indicate that it is acceptable to engage the sample vessel(s) 1540. Optionally,

embodiments that do not have a fill indicator are not excluded. The filled sample vessel(s) 1540
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may be disconnected from the sample collection device afier a desired fill level is reached.
Optionally, additional sample vessel(s) 1540 can be engaged to the sample collection device
1550 (or 1530) to collect additional amounts of bodily fluid sample.

Point of Service System

1003307 Referring now to Figure 32, it should be understood that the processes described
herein may be performed using automated techniques. The automated processing may be used in:
am integrated, automated system. In some embodiments, this may beina single instrument
having a plurality of functional components therein and surrounded by a common housing. The
processing techniques and methods for sedimentation measure can be pre-set. Optionally, that
may be based on protocols or procedures that may be dynamically ¢hanged as desired in the
manner described in U.S. patent applications Ser. Nos. 13/355,458 and 13/244,947, both fully
incorporated herein by reference for all purposes.

00331  In one rion-limiting example as shown in Figure 32, an integrated instrument 2500
may be provided with a programmable processor 2502 which can be used to control a plurality
of components of the instrument. For example, in one -embodiment, the processor 2502 may
control a single or multiple pipetie system 2504 that is movable X-Y and Z directions as
indicated by arrows 2506 and 2508. The same or different processor may also control other
‘components 2512, 2514, or 2516 in the instrument. In one embodiment, tone of the components
2512, 2514, or 2516 comprises a centrifuge.

[00332] As seen in Figure 32, control by the processor 2502 may allow the pipette system
2504 1o acquire blood sample from cartridge 2510 and move the sample to one of the
components 2512, 2514, or 2516, Such movemeut may involve dispensing the sample into a
removable vessel in the carfridge 2510 and then transporting the removable vessel to one of the
components 2512, 2514, or 2516. Optionally; blood sample is dispensed directly into a container
already mounted on one of the components 2512, 2514, or 2516. Inone non-limiting example,
one of these comporents 2512, 2514, or 2516 may be a centrifuge with an imaging configuration
to allow for both illumination and visualization of sample in the container. Other components
2512, 2514, or 2516 perform other analysis, assay, or detection functions.

[00333]  All of the foregoing may be integrated within a single housing 2520 and
configured for bench top er small footprint floor mounting. In one example, a small footprint
floor mounted system may occupy a-floor area of about 4m? or less. In one example, & small
footprint floor moutited system may oceupy a floor area of about 3m? or less. In one example, a

small footprint floor mounted system may occupy a floor area-of about 2m” or less, In one
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example, a small footprint floor mounted system may occupy a floor area of about Im* or less.
In some embodiments, the instrument footprint may be less than or equal to about 4 m2, 3 m?, 2.5
m’, 2 %, 1.5 m?, 1m?, 0.75 n?, 0.5 m?, 0.3 m?, 0.2 m?, 0.1 m?, 0.08 m2, 0.05 m?, 0.03 m2, 100
cm?, 80 cm?, 70 cm?, 60 cm?, 50 cm?, 40 cm?, 30 cm2, 20 cm?, 15 cm?, or 10 cm?. Some suitable
systems in a point-of-service sefting are described in U.S. patent applications Ser. Nos.
13/355,458 and 13/244,947, both fully incorporated herein by reference for all purposes. The
present embodiments may be configured for use with any of the modules or systems. described in
those patent-applications,

[60334] Referring now to Figures 33 to 37, a still further embodiment of 2 sample
collection device will now be described. This embodiment shows a sample collection region
2600 that has a capillary chammel region and-then a lower flow resistance region 2610 that
increase the cross-sectional area of the channel to provide for lower flow resistance and
increased flow rates. The increased size of the channel can also be used to store sample therein.
One embodiment can be configured to have caps that go on both ends of the device so that
sample is contained therein without heed for transferring to containers 1146a and 1146b.

[00335] As seen in the non-limiting example of Figure 33, because the joint between
regions 2600 and 2610 can be located dcross the mid-line 2620, this can also reduce the amount
of bonding material used to join the iterns.together. This can also facility manufacturing as the
two portions ¢an be manufactured separately. It should also be understood that the shapes of the
pathways can also be tapered or otherwise shaped in terms of cross-sectional arca along the
length of the pathway, although it should also be understood that now-tapered pathways are not
excluded. Some embodiments may combine tapered and non-tapered pathways along portions of
the same pathway. Optionally, some ernbodiments may have at least one pathway that is tapered
and af least one.pathway that is not.

[00336) Inane non-iimiting example, the other parts are similar to those previously
described herein with regards to the containers 11462 and {146h, adapter channels, frits, holders
130, etc... Wicking of both channéls at the junction (both fill times < 6-secs) has been
improved (step removed) and blood got in to the channel easily and passed the junction area
without need for tilting. The parts may be made of PMMA, PET, PETG, ete... This can provide
a 7.5x faster fill due to the change in size of channel.in.region.2610 which will allow for easier
iflow into this region.

[00337] The flow resistance decreases to the fourth power in region 2610 based on

changes in channel size as seen.in the formula.
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[06338] Although the non-limiting example of Figure 35 shows that there are-separate
channels 1150 and 1152 incorporated, embedded, or otherwise coupled to & portion of the
collection device, some embodiments may integrally form one or more of these clements as part
of the collection device,

[80339]  Figure 36A shows a still further embodiment wherein the inlet ports 2611 and
2613 are shown. A non-limiting example of the exit ports 2615 and 2617 on portions 2610 are
shown in Figure 36B. Although these embodiments show the inlet ports 2611 and 2613 as
separate ports, it should be understood that unified ports, co-axial ports, or other configurations
for inlets ns shown or described elsewhere herein can alsg be adapted for yse in these
embodiments. For example, configurations as shown in Figure.11J (including or not including
features 1166 and/or 1168) or those of Figure 7A may also be configured for use with the
collection devices shown herein.

1083401  In one non-limiting example, the portion shown in Figures 36A may be used
without the sample containers and wherein the ends with ports 2611 and 2613 are capped,
closed, or otherwise sealed. Tn this non-limiting example, @ separate-cap, seal, or other closure
device can be used to close ports 2615 and 2617. In this manner, the fluidic circuit is used as.
sample collection and sample storage. By way of non-limiting example, when the sample is
desited to be accessed, the ports can be opened so that the sample can be extracted. This can
reduce the amount bf material used, reducing the use of a separate container(s) for storage of the
collected sample. Although this embodiment in Figure 36A shows only two passages, it should
be understood that other embodiments may have three or more passages therein in the
configuration shown or in different fluidic eircuit configurations or alignments within the body
of the device.

[00341]  Referring now to Figure 384, a still further non-limiting example will now be
described. Figure 38A shows an embodiment wherein there are liquid guide elements 2700 and
2702 wherein the guide elements can assist in a botiom-up fill of the sample container so that
undesired air bubble are not formed which may happen when a top-down fill occurs when
sample is delivered toward a top of the-'sample container. Figure 38A shows that as the sample-
containers are moved upward as indicated by the arrows. Moving the sample containers will

move upward and first move the seal element 2704 upward on the Ionger guide element 2700,
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Unseating a seal element 2704 will allow fluid to flow in that channel into the sample container.
As the sample containers a moved upward, the second seal clement 2706 of the other guide.
element 2702 will be unseated as the element 2702 contacts a bottom or other portion of the
sample container and begin to fill. By way of non-limiting example, this may be desirable if one
side has a Jarger fill volume and will be better suited with a longer fill time. By way of non-
limiting example, the guide-eléments 2700 and 2702 can also be useful when flow is due to a
slower flow, which may be desired to.prevent hemolysis of sample. A slower flow may benefit
from the gnide element to start with a bottom fill. In one non-limiting example, the guide
element comprise a material that is inert to the sample fluid and will not corrupt or substantially
corrupt the sample fluid therein for any assays to be performed on the sample. Tn one non-
limiting example, the guide element may comprise of glass, polymer, polycarbonate, optical
fiber(s), surgical grade steel, alumirium, single or multiple combinations of the foregoing; or
other suitable materials that may be developed in the future. As seen in Figure 384, the guide
elements extend from a position inside the sample container and exiend to couple to flow
regulating device 2704 such as but not limited to a sphere, cone, pyramid, cube, or otlier shape
that can stop flow when in a first position and allow fluid flow when in a second position.
Depending on-the size of the fluid passageways, the flow regulating device 2704 may be of the
same size in each passageway or at-a different size, depending on what size is suitable for
stopping flow in the passageway. Some embodiments may use containers on each pathway-of
the same interior volume, Optionally, some embodiments may use containers on a plurality of
pathways of different interior volumes,

[00342]  Figure 38D aiso shows that some embodiments may further include one or more
sealing elements 2707 that may prevent any undesired overflow. In one non-limiling example, a
sealing element 2707 may include but an O-ring, frit, an clastomeric material, a self-resealing
material or the like that exists or may be developed in the future. It should also be understood
that although Figures 38A and 38B show that sealing element 2707 is only on one fluid pathway,
it should understood that multiple, all, or some other combination of pathways may also each
have one or more sealing elements 2707. Ii:should also be understood that Figure 38B shows
one non-limiting example of the fluid seal elements 2704 and 2706 in a second position that
allows for fluid flow.

[0B343] Referring now to Figure 39, a cross-sectional view is shown of cne non-limiting
example wherein an inlet channel 2808, such but not limifed to an adapter channel, is shown in a
fluidly coupled position to at least one non-Hmiting example of.a sample container unit 2824

{which in this embodiment is shown in a side-ways view). Although Figure 39 only shows one
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of two or more sample containers, it should understood that some embodiments may have only a
single sample container that has this type of containér. Optionally, more than one of the sample
containers can-have this type of reverse-plunger type configuration, As seen in Figure 39, the
movement of the plunger 2828 of the sample container unit 2824 can be used to create a motive.
force such as but not limited to at least a partial vacuum to draw liquid from the channel 2808
into the sample container unit 2824. In this non-limiting example, as the plunger is displaced as
shown by arrow 2831 in Figure 68, this increases the interior volume 2829 of the sarmple
container unit 2824 between the cap portion 2832, It should be understood that, in one nosi-
limiting example, there may be no sample in the sample container unit 2824 until the motive
force is provided to-overcome any inherent capillary force of the ¢hanngl 2808 which brings the
sample fluid into but not ouf a needle end 2834 of the channel 2808, In one non—'limiiing
example, exiracting fluid from. the channel 2808 may involve using one or more additional
motive forces. It should be understood that this configured described herein may be similarto a
reverse plunger. Optionally, some embodiments may use a conventional plunger, in place of or
in combination with the structures herein, to provide motive force to draw sample into fhe
sample container.

[00344) Figure 39 also shows that, in at least one embodiment, the channel 2808 may have
a pointed distal end 2834. Still further embodimenis may have the channel 2808 be of a non-
coring design so as not to introduce any cored portion or debris of the cap 2832 into the collected
fluid. Regardless of whether a.non-coring, conventional, or other shaped channel 2808, it should
be nnderstood that some embodiments of plunget 2828 ‘may have a hardened core portion 2838
that can withstand force input from the channel 2808. As seen in Figure 39, at least some
embodiments will have a compliant material between the hardened core portion 2838 and the
side walls of the sample container so as to provide at least a sufficient fluid seal as the plunger
2828 is moved from at least a first position to at least a second position.

{80345] It should be undetstood that other embodiments mayuse one or more different
motive force sonrce(s) to move sample from the fluidic circuit collecting the sample. Some
embodiments may use a syringe or-other device to move a phingei 2828 ot other connection to
the sample container to create a vacuum or partial vacuum to draw sample into the sample
container, Ofher embodiments may use a pump and/or other sowce alone or in combination with
other features herejn to move sample into the sample container.

[00346] I shouid also be undesstood that some embodiments may use the fluidic circuit of
the collection portion 2600 and 2610 for temporary incubation or the like ’to‘pmvide, dissolve, or

otherwise provide reagent into-the sample before transferring into the sample container. Thus, in
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one non-limiting example, 2 method is used where a desired dwell time or minimum dwell time
is provided to allow for the reagent, pre-treatment, or other material such as but uot limited to.
being coated on walls of the collection circuit, to mix or enter the sample. ‘Some embodiments
may provide a timer, visualindicator, audio indicator, color change, temperature change, of other
mechanism for showing that sufficient (ime has passed for the uger to then transfes sample into
the sample container.

[00347] While the teachings has been described and-illustrated with reference to certain
particular embodiments thereof, those skilled in the art will appreciate that various adaptations,
changes, modifications, substitutions, deletions, or additions. of procedures and protocols may be
made without departing fiom the spirit and scope of the invention. For example, with any of the
above embodiments, it should be understood that the fluid sample may be whole blood, diluted
blood, interstitial fluid, sample collected directly from the patient, sample that is on a surface,
sample after some pre-treatment, ot the like. Those of skill in the art will understand that,
alternative embodiments may have more than one container that may be sequentially operably
coupled to the needle or opening of the channel to draw fluid in the container; Optionally, some
embodiments may have the containers configured to operably couple to the-channels
simultancously. Some embodiments may integrate a lancing device or other wound creation
device with the sample collection device to bring targeted sample fluid to a tissue surface and
then collect the sample fluid, all using a single device. By way of nonlimiting example, a sprifig
actuated, mechanically actuated, and/or clectromechanically actuated tissue penetrating member
may be mounted to have a penetrating tip exiting near an end of the sample collection device
near sample collection channel openings so that the wound site that is created will also be along
the same end of the device as the collection openings. Optionally, an integrated device may have
collection openings on one surface and tissue penetrating elements along another surface of the
device. In any of the embodiments disclosed herein, the first opening of the collection channel
may have a blunt shape, which is-configured to not readily puncture human skin.

[00348] Additionally, the use of heat patches on the finger or othet target tissue can
increase blood flow to the target area and thus increase the speed with which sufficient blood or
other boaily fluid can be drawn from the subject. In one non-limiting exampie, the heating is
used 1o bring the target lissue to about 40C to 50C. Optionally, the heat brings target tissue to a
temperature range of about 44 to 47C,

[00349] Furthermore, those of skill in the art will recognize that any of the embodiments
ag described herein can be applied to collection. of sample fluid from humans, animals, or other

subjects.. Some embodiments ag described herein may also be suitable for coliection of non-
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biological fluid samples. Some embodiment may use containers that are not removable from the
carrier. Some may have the fluid sample, after being metered in the sample collection portion,.
be directed by the-second motive force to a cartridge that is then placed into an-analyte or other
analysis device. Optionally, it should be understood although many embodirenis show the
containers in the carriers, embodimeénts where the containers are bare or not mounted in carrier
are not excluded. Some embodiments may have the containers that are separate from the device
and are only brought into fluid communication once the channels have reached minimum fill
levels. Por example, the containers may be held in a different location and are only brought into
contact by a techiician once sufficient amount of blood or sample fluid is in the sample
collection device. At that fime, the containers may be broughtinto ‘ﬂ_uid communication
simultapeously or sequentially to one or more of the channels of the sample collection device,

foo3sp]  Optiondlly, some embodiments of the collection unit may have a cross-sectional
shape with an asymmetry, a protrusion, or other feature that serves as a keying:feature for
orienting the sample collection unit in any receiving device or structure.

[60351] By way of non-limiting example, some embodiments may handle other types of
samples and necessarily biclogical samples. Although many illustrations are shown with onlya
single inlet port, it should be understood that some embodiments may have at least two inlet
ports. In some embodiments, both inlet ports are on the same end of the device. Optionally,
some embodiments may have inlet poris-on the same surface of the device. Optionally; at Jeast
the two inlets are adjacent to each other. Optionally, there are at least three inlet ports,
Optionally, 4t least two inlet ports are each defined by at least one capillary tube. In this
embodiment where each inlet has ifs own capillary tube, at least one tube directs fluid to a non-
separation pathway while.a second tube directs fluid to-a separation pathway. Optionally, some
embodiments may combine inlets formed by capillary tubes with inlet(s) associated with a non-
capillary pathway. Some embodiments may have the inlet along a centerline axis of the device.
Optionally, some embodiments may have the-inlet aligned off the centerline. Optionally, some
embodiments may orient the infet io-be along. or parallel to the axis of the centerline of the
device. Optionally, some embodiments may orient the inlet along an axis that is at an angle to
the plane of the device, Optionally, instead of having the inlet at-one end of the separation
device, it should be understood that some embodiments may have the inlet directly over at least
one portion of the separation device. In this manner, the.opening may direct fluid onto the

membrane with a minimal amount of travel in a lateral tube or pathway.
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[00352]  Optionally, some embodiments may be configured with a co-axial design with at
least one lumen within-another. Optionally, some embodirnents may use an outside port on &
lateral surface of the collection device along with at least one port at one end of the device.

[00353]  Optionally, some embodiments may have.a portion of the fluid citcuit portion that
includes the separation member fluidly coupled to a second device portion. Some embodiments
may have this combination of flnidic circuit portion 800 in fluid communication with at least a
portion, such as but not limited to being in a test sirip configuration. Some embodiments may
have this combination in a lateral flow device configuration. Some embodiments may have &
unibody structure or other merged structure that is formed to provide support to both portions. In
some embodiments, the second region also provides a motive force such as but not limited to
‘wicking force associated with such material in at least a portion of the second region.

[09354] Optionally, it should be understood that some embodiments may have at ieast one
formed component separation pathway for use in & non-diagnostic device. By way of non-
limiting example, the device may be for sample collection, where no diagnosis occur on the
device. Of course, some alternative embodiments may have one or more pathways for use for
diagnosis.

[60355) Optionally, some embodiments may provide a 'vibration motion source, such as
but.not limited to one built into the device and/or in an external device use to process the.sample
container, to assist in fluid flow within device, during the collection, or post-collection. Some
embodiments- may use this vibration to assist flow or to remove any air pockets that may be
created, such as but not limited to when doing & top-down fill, Optionally, some embodiments
may provide more periodic or pulse fype force fo assist-in fluid flow.

[00356] Tt should be understood that although many components herein are shown to be in
alignment in the same plane or parallel planes, some embodiments may be-configured to have
one or more-component in a plane angled to or orthogonal to a plane of the fluid collection
circuit in the fluidic collection circuit portion. The fluid collection circuit is not in a.flat planar
device and may be in a curved configuration. Optionally, some embodiments may have.it a cone
configuration. Optionally, some embodiments may have it device with a polygonal cross-
sectional shape.

(00357 1t should also be understood that in many embodiments, the fluidic circuit portion
may be made of a transparent material. Optionally, the fluidic circuit portion may be made of a-
translucent matgrial. Optionally, portions of the fluidic circuit portion may be covered with paint
or other opaque material, be formed of &n opaque material, or the like such that only portions

that may contain fluid are transparent or transhicent so as to provide an indicator of fill level.
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Such an embodiment may have all or only a portion of the fluidpath visible to the user. In one
non-limiting example, bar codes, color-coding, visual information, instructions, instructions for
use, fill-indicator, advertising, child-appealing aesthetics, texturing, texturing for grip purpose,
texturing for contour, texturing to provide feedback such as orientation of ihe front of the device,
or other céating may be used hereon.

(00358] Optionally, some embodiments may.include an intermediary structure between
the flnid circuit in distal end portion of the device and the sampie collection unit which has the
sample container(s). This intermediary structure can be in the fluid pathway and provide certain
function such as but not limited to introducing a material into the collected fluid.such as but not
limited to anti-coagulant. Optionally, the intermediary structure in the fluid path may provide
another route, such.as switch or connection pathway, to add additional sample or other tiquid
material into the collected fluid.

[80359] Optionally, some embodiments may have disposable portion{s) and reusable
portions, wherein the reusable portions. can be mated with the dispogable portion(s) to form
another collection device. By way of non-limiting example, a reusable portion may be one that
does not directly contact the sample fluid or filtered. fluid.

[00360)  Additionally, concentrations, amounts, and other numerical data may be presented
herein in a range format, It isto be understood that such range format is used merely for
convenience and brevity and should be interpreted flexibly to include not onlj; ‘the humerical
values explicitly recited as the limits of the range, but also to include all the individual numerical
values or sub-ranges ericompassed within that range as if each numerical value and sub-range is
explicifly recited. For éxarmple, a size range of about 1 nm to about 200 nm should be interpreted
to include not only the explicitly recited limits of about 1 nm and about 200 nm, but also to
include individual sizes such as 2 nm, 3 nm, 4 am, and sub-ranges such as 10 nm fo 50 nm, 20
nm to 100 nm, efc....

[H0361] The publications discussed or cited herein are provided solely for their disclosure
priorto the filihg date of the present application. Nothing herein is to be construed as an
admission that the present invention is not entitled to antedate such publication by virtue of prior
invention, Furthe, the dates of publication provided may be different from the actual publication
dates which may need to be independently confirmed. All publications mentioned herein are:
incorporated lierein by reference to disclose and describe the structures and/or methods in
connection with which the publications are cited. The following applications are fully
incorporated herein by reference for all purposes: U.S. Patent Application Ser. No. 61/952,125
filed March 12, 2014, U.S. Patent Application Ser. No. 61/952,130 filed March 12, 2014, T.S.
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Patent Application Ser. No. 61/948,542 filed March 5, 2014, U.S. Patent Application Ser. No.
61/952,112 filed March 12, 2014, Patent Application Ser. No. PCT/US14/30070 filed March 15,
2014, U.8. Provisional Patent Application No. 61/435,25 0, filed January 21, 2011 (“SYSTEMS
AND METHODS FOR SAMPLE USE MAXIMIZATION"™), and 1.8, Patent Publication No,
2009/0088336 (“MODULAR POINT-OF-CARE DEVICES, SYSTEMS, AND USES
THEREOPF™).

EMBODIMENTS

[00362] In one embodiment described kerein, a device for collecting a badily fluid sample
from a subject is provided comprising; at least two sample collection pathways configured to
draw:the bodily fluid sample info the device from a single end of the device in contact with.the
subject, thereby separating the fluid sample into two separate samples; a second portion
comprising a plurality of sample containers for receiving the bodily fluid sample collected in the
sample collection pathways, the sample containers operably engagable to be in fluid
cominunication with the sample collection pathways, whereupon when fluid communication is
established, the containers provide a motive force t0 move a majority of the two separate
samples from the pathways into the containers.

[00363] In another embodiment described herein, a deviee for collecting a bodily fluid
sample is provided comprising: a first pertion comprising at least one fiuid collection location
leading to-at least iwo sample collection pathways configured to draw the fluid sample therein
via a first type of motive force; a second portion comprising a plurality of sample containers for
receiving the-bodily fluid sample collected in the sample collection pathways; the sample
containers operably engagable to be in fluid communication with the samaple collection
pathways, whereupon-when fluid communication is established, the containers provide a second
motive force different from the first motive force to move a-majofity of the bodily fluid sample
from the pathways into the containers; wherein at least one of'the sample collection pathways
comprises a fill indicator to indicate when a minimum fiil level has been reached and that at least
one of the sample containers can be engaged to be in fluid communication with at least one of
the sample collection pathways.

{00364  Inavother embodiment described herein, a device for collecting a bodily fluid
sample is provided comprising a first portion comprising at least two sample collection channels
configured to draw the fluid sample into the sample collection channels via a first type- of motive
force, wherein one of'the.sample collection channels has an interior coating designed to mix with

the fluid sample and another of the sample collection channels has another interior coating
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chemically different from said interior coating; a second portion comprising = plurality of
sample containers for receiving the bodily fluid sample collected in the sample collection
channels, the sample containers operably engagable to be in fluid communication with the
collection channels, whereupon when fluid communication is established, the containers provide
a second motive force different from the first motive force to move a majority of the bodily fluid
sample from the chiannels into the containers; wherein containers are arranged such that mixing
of the fluid sample between the containers does not occur. A

[00365] In another embodiment described herein, a: device for collecting a bodily fluid
sample is provided comprising: a first portion comprising a plurality of sample collection
channels, wherein at least two of the channels are configuied to simultaneously draw the fluid
sample into each of the at least two sample collection channels via a first type of motive force; a.
second portion comprising & plurality of sample containers- for receiving the bodily fluid sample
collected in the sample collection channels, wherein the sample contginers have a first condition
where the sample containers are not in fluid commumication with the sample collection channels,
and a second condition where the sample containers are operably engagable to be in fluid
communijcation with the collection channels, whergupon when fluid communication is:
cstablished, the containers provide a second motive force different from the first motive force to.
‘move bodily fiuid sample from the channels into the containers.

[00366] In another embodiment described herein, 2 sample collection device is provided
gomprising: (a) a collection channel comprising a first opening and a second opening, and being
configured to draw a bodily fluid sample via capillary action from the first opening towards the
sccond opening; and (b) a sample container for receiving the bodily fluid sample, the container
being engagable with the collection channel, having an interior with & vacuum therein, and
having a cap configured to receive a channel; wherein the second opening is defined by a portion
the collection channel configured to penetrate the cap of the sample container, and to provide a
fluid flow path between the collection channel and the sample container, and the sample
containet has an inferior volume no greater than ten times larger than the interior volume of the
collection channel,

(60367 In another embodiment deseribed herein, a sample collection device is provided
comprising: (a) a collection channel comprising a first opening and a sccond opening, and being
configured o draw a bodily fluid sample via capillary action ffom the first opening towards the
second openiitg; (b) a sample container for receiving the bodily fluid sample, the container being
engageable with the collection channel, having an interior with a vacuum therein, and having a

cap configured to receive a channel; and (c) an adaptor chanuel configured to provide a fluid
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flow path between the collection channel and the sample container, having a first opening and a
second opening, the first opening beitig configured to contact the second opening of the
collection channel, the second opening being configured to penetrate the cap of the sample
containier..

[00368]  In.another embodiment described herein, a sample collection device is provided
comprising: (2) a body, containing a collection channel , the collection channel compriging a first
opening and a second opening, and being configured to draw a bodily fiuid via capillary action
from the first opening towards the'second opening; (b) a base, containing » sample container for
receiving the bodily fluid sample, the sample container being engageable with the collection
channel, having an interior with a vacuum therein, and having a cap configured to receive a
channel; and (¢) a support, wherein, the body and the base are connected to opposite-ends of the
support, and are configured to be movable relative to each other, such that sample collection
device is configured to have an extended state and a compressed state, wherein at least a-portion
of the base is closer fo the body in the extended state of the device than in the compressed state,
the second opening of the collection channel is configured to penetrate the cap of the sample
container, in the extended state of the devicé, the second opening of the collection channel is not
in contact with the interior of the sample container, and in the compressed state of the device, the
second opening of the collection channel extends into the interior of the sample container
through the cap of the containet, thereby providing fluidic communication between the collection
channel and the sample container.

00369]  Inanother embodiment described herein, a sample collection device is provided
comprising: (2) a body, confaining  collection channel , the collection channel comprising a first
opening and a second opening, and being configured to draw a bodily fluid via capillary action
from the first opening towards the second opening; (b) a base, confaining a sample container for
receiving the bodily fluid sample, the sample container being engageable with the collection
channel, having an interior with a vacuum therein and having a cap confignred to receive a
channel; (c) a support, and (d) 2n adaptor channel, having a first opening and a second opening;
the first opening being configured to contact the second opening of the collection channel, and
the sccond opening being configured to penetrate the cap of the sample contziner, wherein, the
body and the base are connected to opposite ends of the support, and are configured {o be
movable relative to gach other, such that sample collection device is configured to have an
extended state and a compressed state, wherein at least a portion of the base is ¢loser to the body
in the extended state of the device than in the compressed.state, in the extended state of the

device, the adaptor channel is not in contact with one or both of the collection channel and the
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interior of the sample container, and in flie compressed state of the device, the first opening of
the adaptor channel is in contact with the second opening of the collection channel, and the
second opening of the adaptor channel extends into the interior of the sample confainer through
the cap of the container, thereby providing fluidic communication between ihe collection channel
and the sample container,

[00370)  In another embodiment described herein, a device for collecting a fluid sample
from a subject is provided comprising: (a) a body containing a collection channel, the collection
channel comprising a first opening and a second opening, and being configured to diaw a bodily
fluid via capillary action from the first opening towards the second opening; (b)a base,
engageable with the body, wherein the bage Supports.a sample container, the container being
engageable with the collection channel, having an interior with a vacuum therein, and having a
cap configured to receive a channel; wherein the second opening of the collection channel is
configured to penetrate the cap of the sample container, and to provide a fluid flow path between
the collection channel and the sample container.

[00371] In another embodiment described herein, a device for collecting a fluid sample
from a subject is provided comprising: (2) a body containing a collection channel, the collection
channel comprising a first opening and a second opening, and being configured to draw a bodily
fluid via capillary action from the first opening towards the second opening; (b) a base,
engagable with the body, wherein the base supports a sample container, the sample container
being engageable with the collection channel, having an interior with a vacuum therein apnd
having a cap configured to receive a channel; and (c) an adapior channel, having a first opening
and a second opening, the first opening being configured to contact the second opening of the
collection channel, and the second opening being configured to penetrate the cap of the sample
container,

(00372} should beunderstood that one or more of the following features may be adapted
for use with any of the embodiments described herein. By way of non-limiting example, the
body may comprise of two collection channefs. Optionally, the interior of the collection
channel(s)-are coated with an anticoagulant. Optionally, the body compnises a first collection
channel and a second collection chaninel, and the interior of the first collection channe! is coated
with a different anticoagulant than the interior of the second collection channel. Optionally, the
first anticoagulant is ethylenediaminetetraacetic acid (EDTA) and the gecond anticoagulant is
different from EDTA. Optionally, the first anticoagulant is cifrate and the second anticoagulant
is different from citrate. Optionally, tlie first anticoagulant is heparin and the second

anticoagulant is different from heparin. Optionally, one anticoagulant is heparin and the second
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anticoagulant is EDTA. Optionally, one anticoagulant is heparin and the second anticoagulant is
citrate. Optionalty, one anticoagulant is citrate and the second anticoagulant is EDTA.
Optionally, the body is formed from ‘an optically- transmissive material. Optionally, the device
includes the same number of sample containers as coflection channels. Optionally, the device
includes the same number of adaptor channels as collection channels. Optionally, the base
contains an ‘opiical indicator that provides a visual indication of whether the sample has reached
the sample container in the base. Optionally, the baseisa window that allows a user to see the
container in the base. Optionally, the support comprises a spring, and spring exerts a force s0
that the device is at the exteridéd state when the device is at its natural state. Optionally, the
second opening of the collection channe! or the adaptor channel is capped by a sleeve, wherein
said sleeve does not prevent movement of bodily fiuid via capillary action from the first opening
towards the second opening. Optionally, the sleeve contains a vent. Optionatly, each collection
channel can hold & volume of no greater than 500 uL. Optionally, each collection channel can
fiold a volume of no greater than 200 uL. Optionaily, each collection channel can hold a volume
of no greater than 100 uL. Optionally, eachcollection channel can hold a volume of no greater
than 70 uL. Optionally, each collection channel can hold a volume of no greater than 500 uL.
Optionally, each collection channel ean hold a volume of no greater‘than 30 ul. Optionally, the
internal ¢ircumferential perimeter of a crogs-section of each collection channel is no. greater than
16 mm. Optionally, the internal circumferential perimeter of 2 cross-section of each collection
channel is no greater than 8 mm. Optionally, the internal circumferential perimeter of a cross-
section of each collection channel i no greater than 4 mm. Optionally, the intemnal
circumferential perimeter is a circumference. Optionaily, the device comprises a first and 2
second collection channel, and the opening of the first channel is.adjacent to an opening of said
second channel, and the openings are configured to draw blood simultaneously from a single
drop of bloed. Optionally, the opening of the first channel and the opening-of the second
channel have a center-to-center spacing of less than or equal to about 5 mm. Optionally, gach
sample container has an interior volume no greater than twenty times larger fhan the interior
yolume of the collection channel with which itis engagable. Optionally, each sample container
has an interior volume no gredter than ten times larger than the interior volume of the collection
channel with which it is cngagable. Optionally, each sammple confainer has:an interior volume no
greater than five times larger than the-interior volume of the collection channel with which it is
engagable. Optionally, each sample container has an interior volume po greater than two tines
larger than the interior volurne of the collection channel with which it is engagable. Optionally,

cstablishment of fluidic communication between the collection channel and the sample container
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results in transfer of at least 90% of the bodily fluid sample in the collection channel into the
sample container;

(063731 Tt should be understood that one or more of the following features may be adapted
for use with any of the embodiments described herein. Optionally, establishment of fluidic
communication between the collection channel and the sample container resulis in transfer of at
least 95% of the bodily fluid sample in the collection channel into the sample container.
Qptionalty, establishment-of fluidic communication between of the collection channel and the
sample container results in transfer of at least 98% of the bodily {luid sample in the-collection.
channel into the sample container. Optienally, establishment of fluidic communication between
the collection channel and the sample container results-in transfer of the bodily fluid sample into
the sample container and in no more than ten ul, of bodily fluid.sample remaining in the
collection chiannel. Oplionally, establishment of fluidic communication between the collection
channe! and the sample container results in transfer of the bodily fluid sample into the sample
container and in no mote than five uL. of bodily fluid sample remaining in the collection channel.
Optionally, engagement of the collection channel with the sample container results in transfer of
the bodily fluid sample-into the sample conteiner and in no more than 2 uL of bodily fluid
sample remaining in the collection channel,

60374] In another embodiment described herein, a method is provided comprising
cantacting one end of a sample collection device to a bodily fluid sample te split the sample into
at least two portions by drawing the sample into at least two collection channels of the sample
coltection device by way of a first type of motive force; establishing fluid communication.
between the sample collection channels and the'sample containers after a desired amount of
sample fluid has been confirmed to be in at least one of the collection channels, whereupon the
containers provide.a second motive force different from the first motive force to move each of
the portions of bodily fluid sample into their respective confainers.

[10375) In another embodiment described herein, a method is provided comprising
mefering 2 minimum-amount of sample into at least two channels by using & sample collection
device with at least two of the sample collection channels configured to simultaneously draw the
fluid sample into each of the at least two sample collection channels via a first type of motive
force; after a desired amount of sample {luid has been confirmed to be in the collection channels,
fluid communication is established between the sample collection chatnels and the sample
containers, wheretipon the containers provide a second motive force different from the first

motive force use to collect the samples to move bodily fluid sample from the channels into the

containers.
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1n0376] In anciher embodiment deséribed herein, a method of collecting a bodily fluid
sample is provided comprising (a) contacting a bodily fluid sample with a device comprising a
collection channel, thé colléction channel comprising a first opening and a second opening, and
being configured-to draw a bodily fluid via capillary action from the first opening towards the
second opening, such that the bodily fluid sample fills the collection channel from the first
opening through the second opening; (b) establishing a fluid flow path between the collection
channel and the interior of a sample container , said sample container having an interior volume
no greater than ten times larger than the inferior volume of the collection channel and having a
vacuum prior to establishment of the fluid flow path between the collection channel and the
interior of the sample container, such that establishment of the fluid flow path between the
collection channel and the interior of the semple container generates a negative pressure at the
second opening of the collection channel, and the fluidic sample is transférred:from the
collection channel to the interior of the sample container.

1003717 In another ¢embodiment described herein, a method of collecting a bodily fluid
sample is provided comprising (a) contacting a bodily fluid sample with any collection device as
described herein, such that the bodily fluid sample fills the collection channel from the first
opening through the second opening of at least one of the collection channel(s) in the device; and
(b) establishing a fluid flow path between the collection channcl and the interior of the sample
container , such that establishing a fluid flow path between the collection channel and the interior
of the sample container generates a negative pressure at the second opening of the collection
channel, and the fluidic sample is transferred from the collection channel to the interior of the
sample containgr,

00378] It should be understood that one or more of the following features may be adapted
for nsc with any of the embodiments described herein. Qptionally, the collection channel and the
interior of the sample container are not brought into fluid communication until the bodily fluid
reaches the second opening of the collection channel. Optionally, the device comprises two
collection channels, and the collection channels and the interior of the sample containers are not
brought into fluidic communication until the bodily fluid reaches the second opening of both
collection channels. Optionally, the second opening of the collection channel in the. device is
configured to penetrate the cap of the sample container, and wherein a fluidic flow path between
the second opening of the collection channel and the sample container is established by
providing relative movement between the second opening of the collection channel and the
sample container, such that the second opening of the collection channel penctrates the cap of the

sample container. Optionally, fhe device comprises an adaptor channel for each collection
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channel in the device, the adaptor channel having a first opening and a second opening, the first
opening being configured to contact the second opening of the collection channel, and the second
opening being configured to penetrate the cap of the sample container, and whereina fluidic

flow path between the cellection channel and the sample container is established by providing
relative moveiment between two or more of: (&) the second opening of the collection channel, (b)
the adaptor channel, and (c) the sample container, such that the second opening of the adaptoi-
channel penetrates the cap of the sample container.

[00379] In another embodiment described herein, a method for collecting a bodily fluid
sample from a subject is provided comprising: () bringing a device comprising a first channel
and a second channel info fluidic communication with a bodily fiuid from the subject, each
channel having an input opening configured for fluidic communication with said bodily fluid,
each channel having an output opening downstream of the input opening of each channel, and
each channel being configured to draw a bodily fluid via capillary action from the input opening

‘towards the output opening; (b) bringing, through the output opening of each of the first channel
and the second channel, said first channel and said second chanael into fluidic communication
with 2 first container and a second container, respectively; and (c) directing said bodily fluid
within each of said first.channe! and second channel t6 each of said first container and second
confainer with the aid of: (i) negative pressure relative to ambient pressure in said first container
or said second container, wherein said negative pressure is sufficient to effect flow of said bodily
flnid through said first channel or said second channel into its corresponding container, or (ii)
positive pressure relative to ambient pressure upstream of said first channel or said second
channel, wherein said positive pressure is sufficient.to effect flow of said-'whole blood sample
through said first channel or said second channel into its corresponding container.

[00380]  Inanother embodiment described herein, a method of manufacturing a sample
collection device is provided comprising forming one portion of a sample collection device
having at least two channels configured to simultaneously draw the fluid sample into each of the
at least two sample collection channels via a first type of motive force; forming sample
containers, whereupon the containers are configured to be coupled to the sample collection
device to the provide a second motive force different from the first motive force use to collect
the samples to move bodily fluid samplc from the channels into the containers.

[00381] In another embodiment described herein, computer executable instructions are:
provided for performing a method comprising: forming one portion of a sample collection device
having at least two channels configured to simultaneously draw the fluid sample into each of the

at least two samplos collection chaunels viaa first type of motive fofce.
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[00382] 1In another embodiment described herein, computer executable instructions for
performing a method comprising: forming sample containers, whereupon thé containers arc
configured to be coupled to the sample collection device to provide a second motive force
different from the first motive force use to collect the samples to move bodily fluid sample from
the chainels into the containers.

[00383] In yet another embodiment described herein, a device for collecting a bodily fluid
sample from a subject, the device comprising: means for drawing the bodily fluid sample into the
device from a single end of the device in contact with the subject, thereby separating the fluid
sample nto two separate samples; means for transferring the fluid sample into a plurality of
sample containers, wherein the containers provide a motive force to. move & majority of the two
separate samples from the pathways into the containers,

[00384] While the above is a complete description of the preferred embodiment as
described herein, it is possible to use-various alternatives, modifications and equivalents.
Therefore, the scope of the present invention should be determined not with reference to the
above description but should, instead, be determined with reference to the appended claims,
along with their full scope of equivalents. Any feature, whether preferred or not, may be
¢ombined with any other feature, whether preferred or not. The appended claims are not to be
interpreted as including means-plus-function limitations, unless such a limitation is explicitly
recited in a given claim using the phrase “means for.” It should beunderstood that as used in the
description herein and throughout the claims that follow, the meaning of "a," "an,” and "the"
includes plural reference unless the context clearly dictates otherwise. Also, as used in the
description herein and throughout the claims that follow, the meaning of "in" includes "n" and
"on" unless the context clearly dictates otherwise. Finally, as used in the degcription herein and
throughout the claims that follow, the meanings of "and" and *or" include both the conjunctive
and disjunctive and may be used interchangeably unless the context expressly dictates otherwise.
Thus, in.contexts where the ferms "and" or "or" are used, usage of such conjunctions do not
exclude an “and/or” meaning unless the context expressly dictates otherwise,

[00385]  This document contains material subject to copyright protection, The copyright
owner (Applicant herein) has no objectionto facsimile reproduction of the patent documents and
disclosurcs; as they appear in the US Patent and Trademark Office patent file or records, but

otherwise reserves all copyright rights whatsoever. The following notice shall apply: Copyright
2013 Theranos, Inc.
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WHAT IS CLATMED IS:.

L. A deviee for collecting a bodily fluid sample, the device-comprising:

a first portion comprising a plurality of sample collection channels, wherein at least
two of the channels-are configured to simulianeously draw the fluid sample into each of the at least
two sample collection channels via a first type of motive force;

a second portion comprising a plurality of sample containers for receiving the bodily
fluid sampile collected n the sample collection channels, wherein the sample containers have a first
cotidition where the sample containers are not in fluid communication with the samplc collection
channels, and a second condition where the sample ¢ontainers are operably engagable to be in fluid
communication with the collection ehannels; wherein a second motive force different from the first
motive force to move bodily fluid sample from the channels into the containers, wherein each of the
sample collection channels is coupled to 2 needle that engages 2 movable base comprising a plunger
it one of the sample containers, wherein relative motion between the sample containers and the first
Dportion causes the moveable baseto be displaced by the needle and increase an inferior volume of

said one of the samiple coritainers and thug provide the second motive force,

2. A device for collecting = bodily fluid sample from a subject, the device
comprising:

at least two sample collection pathways configured to draw the bodily fluid sample
into the device from a single end of the device in contact with the subject, thereby separating the
fluid sample into two separate samples;

a second portion comprising a plyrality of sample containers forreceiving the bodily
flvid sample collected in the sample collection pathways, the sample containers operably engagable _
to.be in fluid communication with the sample collection pathways, wherein a motive force associated
with the container isused to move g majority of the two separate samples from the pathways into the
containers, wherein each of the sample collection pathways is coupled to a fubular structure that
engages a movable base comprising a plunger in one of the sample containers, wherein relative
motion between the sample containers and sample collection pathways causes the moveable base to
be displaced by the tubular structure and increase an interior-volume of said one of the sample
containers and thus provide the motive force,

3. A.device for collecting a bodily fluid sample, the device comprising:
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a first portion comprising at least one fluid collection location leading to at least two
sample collection pathways configured to draw the fluid sample therein via a first type of motive
force;

a second portion comprising a plurality of sample containers for receiving the bodily
fluid sample collected in the sample collection pathways, the sample containers operably engagable
to be in fluid communication with the sample collection pathways, wherein a second motive force
different from the first motive force to move a majority of the bodily fluid sample from the pathways
into the containers:

wherein at least one of the sample collection pathways comprises a fill indicator to

indicate when a minimum fill level has been reached and that at least one of the sample
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containers can be engaged to be in fluid communication with at least one of the sample collection

‘pathways, wheréin each of the sample collection: pathways is coupled to a tubular-structure that

engages a movable base comprising a plunger in one of the sample-containers, wherein relative
motion between the sample containers and sample collection pathways causes the moveable base to
be displaced by the tubular structure and increase an interior volume of said ons of the sample

containers and thus provide the second motive force.

4. A device for collecting a bodily fluid sample, the device comprising:

a first portion comprising at least two sample collection channels configured to draw
the fluid sample into the sample collection channelsvia a first type of motive force, wherein one of
the sample collection channels has an interior coating designed fo mix with the fluid sample and
another of the sample collection channels has another interior coating chemically different from said
inferior coating;

a second portion comprising a plurality of sample containers for receiving the bodily
fluid sample collected in the sample collection channels, the sample containers operably engagable to
be in fluid communication with the collection channels, wherein 4 second motive force different
from the first motive force.to move a majority of the bodily fluid sample from the channels into the
containers;

wherein containers are arranged such that mixing of the flaid sample between the
containers does not occur, wherein each of the sample collection channels is coupled to a tubular
structure that engages a movable base comprising a plunger in one of the sample containers, wherein
relative motion between the sample containers and the First portion causes the moveable base to be
displaced by the tubular structure and increase an interior volume of said one of the sample

containers and thus provide the second motive force.

5. A sample colléction device, comprising:

(a) acollection channel comprising a first opening and-a second opening, and
being configured to draw a bodily fluid sample via capillary action from the first opening towards the
second opening; and

(b) a sample container for receiving. the bodily fluid sample, the container
being engagable with the collection channe] and having & cap configured fo receive a channel:

wherein the second opening is defined-by a portion the collection channel

configured to penctrate the cap of the sample container, and to provide s fluid flow path between the.
collection channel and the sample container, and
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the sample container has an interlor volume no greater thari ten times larger than the
interior valume of the collection channel, wherein the collection channel is coupled-to a tubular

structure that engages-a movable base comprising a plunger in the sample container, wherein relative

motion between the sample container and the collection channel causes the moveable base to be
displaced by the tubular structute and increase an interior volume of said sample.container and thus-

‘provide a vacuum to draw sample into the sample container.,

6. A sample collection device, comprising:

(a) a collection channel comprising g first opening and a second opening, and

being configured to draw a bodily fluid sample via capillary action from the first opening towards the

second opening;
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(b) a sample container for receiving the bodily fluid sample, the container
being engageable with the collection channel and having & cap configured to receive a channel; and

(¢) an adaptor channel configured to provide a fluid flow path between the
collection channel and the sample container, having a first opening and a second opening, the first
opening being configured to confact the second opening of the collection channel, the second
opening being configlred fo penetrate the cap of the sample container, wherein relative motion
between the sample container and the colléction. channel causes a moveable base comprising a
plunger in‘the sample container to be displaced by the adaptor channel and increase an interior

volume of said sam_;ﬁle container and thus provide a vacuum to draw sample into the sample

confainer,

7. A sample collection device, comprising:
(a) a body, containing a collection channel , the collection channel
comprising a first opening and a second opening, and being configured to draw a badily fluid via
capillaty action from the fitst opening towards the second opening;

(b} a base, containing a sample container for receiving the bodily fluid

sample, the sample container being engageable with the collection channel and having a cap

configured to receive a channel: and

{c) a support,

wherein,

the body and the base are connected to opposite ends of the support, and are
configured to be movable relative to each other, such that sample collection device is configured to
have an extended state and a compressed state, wherein at least a portion of the base is closer to the
body in the extonded state of the device than in the compressed state,

the second opening of the collection channel is configured to penetrate the
cap of the sample container,

in the extended state of the device, the second opening of the collection
channel is not in contact with the interior of the sample container, and

in the compressed state of the device, the second opening of the collection
channel extends into the interior of the sample container through the cap of the container, thereby.
providing fluidic communication between the collection channel and the sample container, wherein

moving the device from the extended state to the compuressed state causes a moveable base

.comprising a plunger in the sample container to be displaced by the collection channel and increase

an
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interior volume of said sample container and thus provide a vacuum to draw sample into the sample

container.

8. A sample collection device, comprising:
(a) a body, containing a-collection channel , the collection channel
comprising a first opening and a second opening, and being configured to draw a bodily fluid via

capillary action from the first opening towards the second opening;
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(b) 2 base, containing a sample container for receiving the bodily fluid
sample, the sample container being engageable with the collection channel and having a cap
configured to receive a channel;

(¢) a support, and

(d) an adaptor channel, having a first opening and a second opening, the first
opening being:configured fo confact the second opening of the collection channel, and the second
opening being configured to penetrate the cap of the sample container,

wherein, the body and the base are connected to opposite ends of the sapport,

and.are configured to be movable relative to each other, such that sample collection device is

vonfigured to have an extended state and a compressed stafe, wherein at least a portion of the base is

closer fo the body in the extended state of the device than in the compressed state, in the extended
state of the device, the adaptor channel is not in contact with one or both of the collection channel
and the interior of the sample container, and in the compressed state of the device, the first opening
of the adaptor-channel is in contact with the second opening ofthe collection channel, and the second
opening of the adaptor channel extends into the interior of the sample container through the cap of

the containes; thereby providing fluidic communication between the collection channel and the

sample container, wherein moving the device from the extended state to the compressed state causes

a moveable base comprising a plunger in the sample container to be displaced by the adaptor channel
arid increase an interior volume of said sample container and thus pravide a vacunum to draw sample
into the sample container.

9. A device for collecting a fluid sample from a subject, comprising:

(2} a body containing a collection channel, the collection chantiel comprising a first
opening and a second opening, and being configured to draw a bodily fluid via capillaty action from.
the first opening towards the second opening;

(b) a base, engageable with the body, wherein the base supports a sample container,
the container being engageable with the collection channel and having a cap configured fo receive a
channel; '

wherein

the second opening of the collection channel is configured to peneiraté the. cap of the
sample containes, and to provide a fluid flow path between the collection channe! and the sample:
container, wherein relative motion between the sample container and the bedy causes a moveable

base comprising a plunger in the sample contdiner to be displaced by the collection channel and
increase an
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interior volume of said sample container and thus provide a vacuum to draw sample into the sample

container.

10 A device for collecting a fluid sample from a subject, comprising:
(a) a body containing a collection channel, the collection channel comprising a first
opening and a second opening, and being configured to draw a bodily fluid via capillary action from

the first opening towards the second opening;
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(b) a base, engagable with the body, wherein the base suppotts 2 sample container,
the sample container being engageable with the collection channel and having a cap configured to
receive a channel; and

(c) an adaptor channel, kaving a first opening and a second opening, the first opening
being configured to contact the second opening of the collection channel, and the second opening
being configured to-penetrate the cap of the sample container, wherein relative motion between the
sample container and the body causes a moveable base comprising a plunger-in the sample container
to be displaced by the adaptor channel and increase an interior volume, of maid sample containerand

thus-provide a vacuum to draw sample into the sample container.
11. The device of elaims 7-10, wherein the body comprisés two collection channels.

12 The device of claims | and 4-11, wherein the interior of the colléction channel(s)
are coated with an anticoagulant.

13. The device of claim 10, wherein the body comprises a first collection channel and

a second collection channel, and the inferior of the first collection chanpel is coated with a different:

anticoagulant than the interior of the second collection channel.

14. The device of claim 13, wherein the first anticoagulant is

ethylenediaminefetraacetic acid (EDTA) and the second an’éicoa_gu}ant is different from EDTA.

15, The device of elaim 13, wherein the first anticoagulant is citrate and the second
anticoagulant is different from citrate.

16. The device of claim 13, wherein the first anticoagulant is heparin and the second
anticoagulant is different from heparin.

17. The device of claims 7-11 and 13-16, wherein the body is formed from an
optically transmissive material,

18. The device of claims 1 and 4-17 whetrein the device includes fhe same number of
sample-containers as collection channels,

19. The device of any one of claims 6 or 10, wherein the device includes the same
number of adaptor channels as collection channels.
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1 20. The device of claims 7-11 and 13-17, wherein the base contains an optical

2 indicator that provides a visual indication of whether the sample has reached the sample container in
3 the base.
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21. The device of claim 16, wherein the base-is a window that allows a userto see the
container in the base,

22. The device of any one of claims 7-8, whersin the support comprises a spring, and

spring exerts a force so that the device is at the extended state when the device is at its natural state.

23, The device of ¢laims 1, 5-8, 10 and 15-22, wherein the second opening of the
collection channel or the adaptor channel is capped by a sleeve, wherein said sleeve does not prevent

movement of bodily fluid via capillary ation from the first opening towards the second opening.
24. The device of claim 23, wherein the sleeve contains a vent.

25. The device of claims 1 and 4-24, wherein each collection channel can hold a
volume of no greater than 500 L.

26. The device of claims 1 and 4-25, wherein each collection channel can hold a
volume of no greater than 200 uL.

27. The device of claims 1 and 4-26, wherein each collection channe! can hold a
volume of no greater than 100y,

28. The device of claims 1 and 4-27, wherein the internal perimeter of a cross-section
of'each collection channel is no greater than 16 mm.

29, The device of claims 1 and 4-28, wherein the internal petimeter of a cross-section
of each collection channel is no greater than § mm.

30. The device of claims 1 and 4-29, wherein the internal perimeter of a tross-section
of each collection channel is no greater than 4 mm.

31. The device.of claims 28-30, wherein the internal perimeter is a circumference.

32. The device of ¢laims 1-10, 12, 14-16, 19 and 21, wherein the device comprises a.

first and & second collection channel, and the opening of the fitst channel is adjacent to an opening of

said second channel, and the openings are configured to draw blood simultaneously from a single
drop of bleod.
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33. The device of claim 28, wherein the opening of the first channel and the. opening

of the second channel have a center-to-center spacing of less than or equal to about 5 mm.

34. The device of any of the foregoing claims, wherein each sample container has an

interior yolumie no greater than twenty times larger than the interior volume of the collection channel
with which it is engagable.

35. The device of claim 30, wherein each sample confainer has an interior volume no
greater than ten times larger than the interior volume of the collection channel with which it is
engagable,

36. The device of claim 31, wherein each sample container has an interior volume no

greater than five times larger than the interior volume of the collection channel with which it is
engagable.

37. The device of claim 32, wherein each sample container has an inferior volume no
greater than two times larger than thie interior volume of the collection chamnel with which it is
engagable.

38. The device of olaims 1, 4-31, 33, 35 and 36, wherein establishment of fluidic
communication between the collection channel and the samiple coniainer results in transfer of at least

20% of the bodily fluid sample in the collection chaanel into the ‘sample container.

39. The-device of claim 34, wherein establishment of fluidic cominunication between
the collection channel and the sample container results in transfer of at least 95% of the bodily fluid

sample in the collection channel into the sample container:

“40. The device.of claim 35, wherein establishment of fluidic commuunication between
of the collection channel and the sample container results in transfer of at least 98% of the bodily

fluid sample in the collection channel into the sample container.

41. The device of any one of the foregoing claims, whersin establishment of fluidic
communication between the collection channel and the sample container results in transfer of the
bodily fluid sample inte the sample container and in no more than ten ul, of bodily fluid sample
remaining in the collection channel.
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42, The device of claim 37, wherein establishment of fluidic communication between
the collection channel and the sample container results in transfer of the bodily fluid sample into the

sample container and in no more than five uL. of bodily fluid sample remaining in the collection

channel,

43, The device of claim 39, whercin engagement of the collection channel with the

sample coritainer results in transfer of the bodily fluid sample into the sample container and in no

more than 2 uL. of ‘bodily fluid sample remaining in the collection channel.

44. A method comprising:

contacting one end of a sample collection device to a badily flvid sample to split the
sample into at least two portions by drawing the sample into at least two collection channels of the
sample collection device by way of a first type of motive force;

¢stablishing fluid comimunication between the sample collection channels and the
sample containers after a desired amount of sample fluid has been confirmed to be in at least one of
the collection chanuels, whereupon the containers provide a second motive foree different from the
first motive force to move each of the portions of bodily fluid sample into their respective containers,
wherein relative motion between the sample container and the sample collections channels.causes a
moveable base comprising a plunger in the sample container to be displaced by a needle conpled fo
the collection channel and increase an interior volume of said sample container and thus provide the

seconid motive force to draw sample into the sample container,

45, A method comprising:.

maetering a minimum amount of sample into at least two channels by using a sample

collection device with at least two of the sample collection channels configured to simultancously

draw the fluid sample info each of the at least two sample collection channels via a first type of

motive force:

after a desired amount of sample fluid has been confirmed to be in the collection
channels, fluid communication is established between the sample coliection channels and the sample
containers, whereupon the containers provide a second motive force different fiom the first motive
force use to collect the samples to move bodily fluid sample from the channels into the containers,
wheréin relative motion between the sample container and the sample collections channels canses a
moveable base comprising a plunger in the sample container to be displaced by a needle coupled to
the collection chaniel and increase an interior volume of said sample container and thus provide the

second motive force to draw sample into the sample container.
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46. A method of collecting a bodily fluid sample, comprising:

(a) contacting a bodily fluid sample with a device comprising a collection
channel, the collection channel comprising a first opening and a second opening, and being
configured to draw a bodily fluid via capillaiy action from the first opening towards the second
opening, such that the bodily fluid sample fills the collection channel from the first opening through

the second opening;
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(b) establishing a fluid flow path between the collection channel and the interior of
sample container , said sample container having an interior volume no greater than ten times larger
than the intetior volume of the collection channe! , wherein relative motion between the sample
container and the sample collections channel canses & maoveable base comprising a plunger in the
sample container to be displaced by a needle coupled to the collection channel and increase an

mterior volume of said sample container and thus provide the second motive fotce to draw sample

into the sample container.

47. A method of coellecting 2 bodily fluid sample, comprising:

{a) contacting & bodily fluid sample with a device of any one of claims 1-37,

such that the bodily fluid sample fills the collection channel from the first opening through the

second opening of at least ong of the collection chatnel(s) in the device; and

(b) cstablishing a fluid flow path between the collection channel and the
interior of the sample container , such that establishing a fluid flow path between the collection
channel and the interior of the sample container generates a negative pressure at the second opening

of the collection channel, and the fluidic sample is tranisferred from the collection channel to the
interior of the sample confainer.

48. The method of any of claims 44-47, wherein the collection channel and the
interior of the sample container are not brought into flaid communication uniil the bodily fluid
reaches the second opering of the collection channel.

49. The method of any of claims 44-47, wherein the device comprises two ¢ollection
channels, and the collection channels and the interior of the sample containers are not brought into

fluidic communication until the bodily fluid reaches the second opering of both collection channels.

50. The method of any one of claims. 44-47, wherein the second opening of the
collection channel in the device is configured to penetrate the cap of the sample container; and
wherein a fluidic flow path between the second opening of the collection channel and the sample
coniainer is.established by providing refative movement between the second opening of the
collection channel and the sample container, such that the second opening of the collection channel

penetrates the cap of the sample container,
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51. The method of any one of claims 44-47, wherein the device comprises an adaptor

2 channel for each collection channel in the device, the adaptor channel having a first
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opening and a second opening, the first opening being configured to contact the second opening of._
the collection channel, and the second opening being configured to penetrate the cap of the sample
container, and wherein a fluidic flow path between the collection channel and the sample container is
established by providing relative movement between two: or more of: (2) the second opening of the
collection channel, (b) the adaptor channel, and {¢) the sample container, such that the second

opening of the adaptor channel penetrates the cap of the sample container.

52. A method for cdllecting a badily fluid sample from a subject, comprising:

(a) bringing a device comprising a first channel and a second channel into fluidic
communication with a bodily fluid from the subject, each chéannel having an input opening
configured for fluidie communication with said bodily fluid, each channel having an.ouiput opening
downstream of the input opening of each channel, and each channel being configured to draw a
bodily fluid via capillary action from the input opening towards the output opening;

(b) bringing, through the output opening of each of the first chanmel and the second
channel, said first channel and said second channel into fluidic communication with a first container
and a second container; respectively; and

(c) directing said bodily fluid within each of said first channel and second channel to
each of said first container and second container with the aid of:

relative motion between first container and the first channel causes a moveable base
comprisinga plunger in the first container to be displaced by a needle coupled to the first channel

and increase an interior volume of said first container and thus provide a motive force to draw
sample into the first container,
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53, A method of using a device for collecting a sample from a subject and outputting
at least one aliquot into a first sample container and at least a sccond aliquot into & second saniple

container, wherein the sample is.obfained fiom a single point of contact with the.subject, wherein.

relative motien between the fivst sample container and a first sample collection channel causes a

moveable base comprising a plunger in the first sample container to be displaced by a needle coupled
to the first collection chanoel and increase an‘interior volume of said first sample container and thus

provide a2 motive force to draw one aliquot inta the first sample container.

54, A method of using a device for collecting a sample from a subject and outputting
at least one aliquot into a first sample container and at least a second aliquot into a second sample
container, wherein the sample is obtained from a single collection event, wherein relative motion
between the first sample container and a first sample collection channel causes a moveable base in
the first sample container to be displaced by a needie coupled to the fivst collection channel and
increase an interior volume of said first sample-container-and thus provide a motive force to draw the
first aliquot into the first sample container.
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